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This section of the FEDERAL REGISTER
contains regulatory documents having general
applicability and legal effect, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

The Code of Federal Regulations is sold by
the Superintendent of Documents. Prices of
new books are listed in the first FEDERAL
REGISTER issue of each week.

OFFICE OF PERSONNEL
MANAGEMENT

5 CFR Part 532
RIN 3206—-AL68

Prevailing Rate Systems; Redefinition
of the New Orleans, LA, Appropriated
Fund Federal Wage System Wage Area

AGENCY: U.S. Office of Personnel
Management.

ACTION: Interim rule with request for
comments.

SUMMARY: The U.S. Office of Personnel
Management is issuing an interim rule
to add St. Charles and St. John the
Baptist Parishes, Louisiana, to the
survey area of the New Orleans, LA,
appropriated fund Federal Wage System
wage area. The purpose of this change
is to ensure the lead agency for the New
Orleans wage area is able to obtain wage
data that best represent the prevailing
rates paid by businesses in the area.
DATES: Effective Date: This regulation is
effective on July 9, 2008. We must
receive comments on or before August
8, 2008.

ADDRESSES: Send or deliver comments
to Charles D. Grimes III, Deputy
Associate Director for Performance and
Pay Systems, Strategic Human
Resources Policy Division, U.S. Office of
Personnel Management, Room 7H31,
1900 E Street, NW., Washington, DC
20415-8200; e-mail pay-performance-
policy@opm.gov; or FAX: (202) 606—
4264.

FOR FURTHER INFORMATION CONTACT:
Madeline Gonzalez, (202) 606—-2838; e-
mail pay-performance-policy@opm.gov;
or FAX: (202) 606—4264.
SUPPLEMENTARY INFORMATION: The U.S.
Office of Personnel Management (OPM)
is adding St. Charles and St. John the
Baptist Parishes, Louisiana, to the
survey area of the New Orleans, LA,
appropriated fund Federal Wage System

(FWS) wage area. The New Orleans
survey area currently includes five of
the seven parishes of the New Orleans-
Metairie-Kenner, LA Metropolitan
Statistical Area (MSA)—Jefferson,
Orleans, Plaquemines, St. Bernard, and
St. Tammany Parishes. The survey area
does not include St. Charles and St.
John the Baptist Parishes, which are also
in the New Orleans-Metairie-Kenner
MSA.

While there are currently only five
FWS employees working in St. Charles
Parish and no FWS employees working
in St. John the Baptist Parish, the
addition of St. Charles and St. John the
Baptist Parishes to the New Orleans
survey area provides a desirable
increase in the number of surveyable
private sector industrial establishments
in the New Orleans survey area—about
15 percent more than in the current
New Orleans survey area.

This survey area expansion will not
create an undue survey burden on the
lead agency for the wage area (the
Department of Defense) and is strongly
justified because of the substantial
damage to private sector establishments
in the New Orleans area in the aftermath
of Hurricane Katrina. Expanding the
New Orleans survey area will allow
additional private sector establishments
to provide wage data that best
represents the prevailing rates paid by
businesses in the New Orleans area.

This change will be effective for the
next full-scale wage survey in the wage
area, which is scheduled to begin in
November 2008. The Federal Prevailing
Rate Advisory Committee, the national
labor-management committee
responsible for advising OPM on
matters concerning the pay of FWS
employees, has reviewed and
recommended this change by
consensus.

Waiver of Notice of Proposed
Rulemaking and Delay in Effective Date

Pursuant to 5 U.S.C. 553(b)(3)(B) and
(d)(3), I find that good cause exists to
waive the general notice of proposed
rulemaking. Also pursuant to 5 U.S.C.
553(d)(3), I find that good cause exists
for making this rule effective in less
than 30 days. This notice is being
waived and the regulation is being made
effective in less than 30 days because
Hurricane Katrina caused substantial
economic disruption in the New
Orleans wage area affecting the
Government’s ability to adequately

measure local prevailing wage levels.
This change is urgent because the next
scheduled wage survey in the wage area
will occur in November 2008, and the
lead agency must begin planning and
coordination phases for the survey as
soon as possible.

Regulatory Flexibility Act

I certify that these regulations will not
have a significant economic impact on
a substantial number of small entities
because they will affect only Federal
agencies and employees.

List of Subjects in 5 CFR Part 532

Administrative practice and
procedure, Freedom of information,
Government employees, Reporting and
recordkeeping requirements, Wages.

Office of Personnel Management.
Linda M. Springer,
Director.

m Accordingly, the U.S. Office of
Personnel Management is amending 5
CFR part 532 as follows:

PART 532—PREVAILING RATE
SYSTEMS

m 1. The authority citation for part 532
continues to read as follows:

Authority: 5 U.S.C. 5343, 5346; §532.707
also issued under 5 U.S.C. 552.

Appendix C to Subpart B of Part 532—
Appropriated Fund Wage and Survey
Areas

m 2. In appendix C to subpart B, the
wage area listing for the State of
Louisiana is amended by revising the
listing for New Orleans to read as
follows:

* * * * *
Louisiana
* * * * *

New Orleans

Survey Area

Louisiana:
Jefferson
Orleans
Plaquemines
St. Bernard
St. Charles
St. John the Baptist
St. Tammany

Area of Application. Survey Area Plus

Louisiana:
Ascension
Assumption
East Baton Rouge
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East Feliciana
Iberia
Iberville
Lafourche
Livingston
Pointe Coupee
St. Helena
St. James
St. Martin
St. Mary
Tangipahoa
Terrebonne
Washington
West Baton Rouge
West Feliciana

* * * * *

[FR Doc. E8-15598 Filed 7—8-08; 8:45 am]
BILLING CODE 6325-39-P

DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

7 CFR Part 1216

[Docket No.: AMS-FV-08-0001; FV-08-701
FR]

Peanut Promotion, Research, and
Information Order; Amendment to
Primary Peanut-Producing States and
Adjustment of Membership

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Final rule.

SUMMARY: The Department of
Agriculture (Department) is adopting, as
a final rule, without change, an interim
final rule that added a producer member
and alternate from the State of
Mississippi to the National Peanut
Board (Board). The change was
proposed by the Board, which
administers the nationally coordinated
program, in accordance to the
provisions of the Peanut Promotion,
Research, and Information Order (Order)
which is authorized under the
Commodity Promotion, Research, and
Information Act of 1996 (1996 Act). This
change is made because Mississippi is
now considered a major peanut-
producing state based on the Board’s
review of the geographical distribution
of the production of peanuts. The Order
requires a review of the geographical
distribution of the production of
peanuts at least every five years. The
addition of a member from Mississippi
will provide for additional
representation from another primary
peanut-producing state.

DATES: Effective Date: August 8, 2008.
FOR FURTHER INFORMATION CONTACT:
Jeanette Palmer, Marketing Specialist,

Research and Promotion Branch, Fruit
and Vegetable Programs, AMS, USDA,

1400 Independence Avenue, SW., Room
0632, Stop 0244, Washington, DC
20250-0244; telephone: (202) 720-9915;
or fax: (202) 205-2800; or e-mail:
Jeanette.Palmer@usda.gov.

SUPPLEMENTARY INFORMATION: This rule
is issued under the Peanut Promotion,
Research, and Information Order [7 CFR
Part 1216]. The Order is authorized
under the Commodity Promotion,
Research, and Information Act of 1996
[7 U.S.C. 7411-7425].

Executive Order 12866

The Office of Management and Budget
has waived the review process required
by Executive Order 12866 for this
action.

Executive Order 12988

This rule has been reviewed under
Executive Order 12988, Civil Justice
Reform. The rule is not intended to have
a retroactive effect and will not affect or
preempt any other State or Federal law
authorizing promotion or research
relating to an agricultural commodity.

The 1996 Act provides that any
person subject to an order may file a
written petition with the Department of
Agriculture if they believe that the
order, any provision of the order, or any
obligation imposed in connection with
the order, is not established in
accordance with the law. In any
petition, the person may request a
modification of the order or an
exemption from the order. The
petitioner is afforded the opportunity
for a hearing on the petition. After a
hearing, the Department would rule on
the petition. The 1996 Act provides that
the district court of the United States in
any district in which the petitioner
resides or conducts business shall have
the jurisdiction to review the
Department’s ruling on the petition,
provided a complaint is filed not later
than 20 days after the date of the entry
of the ruling.

Regulatory Flexibility Analysis

In accordance with the Regulatory
Flexibility Act (RFA) [5 U.S.C. 601—
612], AMS has considered the economic
impact of this rule on small entities and
has prepared this final regulatory
analysis impact on a substantial number
of small entities. The purpose of the
RFA is to fit regulatory actions to the
scale of business subject to such actions
in order that small businesses will not
be unduly or disproportionately
burdened.

The Small Business Administration
(SBA) defines, in 13 CFR part 121, small
agricultural producers as those having
annual receipts of no more than
$750,000 and small agricultural service

firms as having receipts of no more than
$6,500,000.

There are approximately 10,840
producers and 33 handlers of peanuts
who are subject to the program. Most
producers would be classified as small
businesses under the criteria established
by the SBA, and most of the handlers
would not be classified as small
businesses.

The Department’s National
Agricultural Statistics Service (NASS),
reports U.S. peanut production from the
10 major peanut-producing states. The
combined production from these states
totaled 3.74 billion pounds in 2007.
NASS data indicates that Georgia was
the largest producer (44 percent of the
total U.S. production), followed by
Texas (20 percent), Alabama (11
percent), Florida (9 percent), North
Carolina (7 percent), South Carolina (5
percent), Mississippi (2 percent),
Oklahoma (2 percent), Virginia (2
percent), and New Mexico (1 percent).
According to the 2002 Census of
Agriculture, small amounts of peanuts
were also grown in six other states.
NASS data indicates that the farm value
of the peanuts produced in the top 10
states in 2007 was $763 million.

Three main types of peanuts are
grown in the United States: Runners,
Virginia, and Spanish. The southeast
growing region grows mostly the
medium-kernel Runner peanuts. The
southwest growing region used to grow
two-thirds Spanish and one-third
Runner peanuts, but now more Runners
than Spanish are grown. Virtually all of
the Spanish peanut production is in
Oklahoma and Texas. In the Virginia-
Carolina region, mainly large-kernel
Virginia peanuts are grown. New
Mexico grows a fourth type of peanut,
the Valencia.

According to the Department’s
Agricultural Statistics report, in 2005
there were 10,840 commercial
producers of peanuts in the United
States. If that number of growers is
divided into the total U.S. production in
2005, the resulting average is 449,249
pounds of peanuts per grower. Peanuts
produced during 2005 provided average
gross sales of $77,808 per peanut
producer, and the total value of the 2005
crop was approximately $843 million.
During the 2005/2006 marketing season
(which began August 1, 2005), the per
capita consumption of peanuts in the
United States was 6.6 pounds, the same
as in the 2004/2005 season.

Peanut manufacturers produce three
principal peanut products: peanut
butter, packaged nuts (including salted,
unsalted, flavored, and honey-roasted
nuts), and peanut candies. In most
years, half of all peanuts produced in
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the United States for edible purposes are
used to manufacture peanut butter.
Packaged nuts account for almost one-
third of all processed peanuts. Some of
these (commonly referred to as
“ballpark” peanuts) are roasted in the
shell, while a much larger quantity is
used as shelled peanuts packed as dry-
roasted peanuts, salted peanuts, and
salted mixed nuts. Some peanuts are
ground to produce peanut granules and
flour. Other peanuts are crushed to
produce oil.

According to the Department’s
Foreign Agricultural Service, exports of
the United States peanuts (including
peanut meal, oil, and peanut butter
expressed in peanut equivalents) totaled
743 million in-shell equivalent pounds
in calendar year 2006, with a value of
$228 million (U.S. point of departure for
the foreign country). Of the total
quantity, 60 percent was shelled
peanuts used as nuts, 19 percent was in
peanut butter, 8 percent was blanched
or otherwise prepared or preserved
peanuts, 4 percent was in-shell peanuts,
and 3 percent was shelled oil stock
peanuts. The remaining 6 percent
represents peanuts exported as either a
meal or oil.

The major destinations in 2006 for
domestic shelled peanuts for use as nuts
are Canada, Mexico, the Netherlands,
and Russia. Blanched or otherwise
prepared peanuts are sent mainly to
Western Europe, especially Norway,
Denmark, and Spain. In-shell peanuts
are mainly exported to Canada and
various countries in Western Europe.
Peanut butter is sent to many countries,
with the largest amounts going to
Canada, Mexico, and Germany. Peanut
oil and oil stock peanuts are exported
world-wide, but major destinations can
vary from year to year.

Approximately 164 million in-shell
equivalent pounds of peanuts and
peanut butter were imported in 2006
with a combined value (freight on board
country of origin) of $45 million.

Peanut butter accounted for about 63
percent of the total quantity of nuts (in-
shell basis) imported in 2006. Most
peanut butter imports come from
Canada, Mexico, and Argentina. The
other major import category—processed
peanuts, are shipped mainly from
China. Imports of oil stock shelled
peanuts and peanut meal were
negligible in the United States.

Most peanuts produced in other
countries are crushed for oil and protein
meal. The United States is the main
producer of peanuts used in such edible
products as peanut butter, roasted
peanuts, and peanut candies. Peanuts
are one of the world’s principal
oilseeds, ranking fourth behind

soybeans, cottonseed, and rapeseed.
India and China usually account for half
of the world’s peanut production.

The Board is currently composed of
10 producer members and their
alternates. There is one producer
member and alternate from each of the
nine major peanut-producing states (in
descending order—Georgia, Texas,
Alabama, Florida, North Carolina, South
Carolina, Oklahoma, Virginia, and New
Mexico) and one at-large member and
alternate representing all other peanut-
producing states. However, based on the
Board’s review of the geographical
distribution of the production of
peanuts, Mississippi is now considered
a major peanut-producing state. The
Order requires this review at least every
five years. The Board membership
would move from 10 members and their
alternates to 11 members and their
alternates.

The addition of a producer member
and alternate would be consistent with
section 1216.40(b) of the Order which
indicates that at least once during each
five-year period, the Board shall review
the geographical distribution of peanuts
and make recommendation to the
Secretary of Agriculture (Secretary) to
continue without change or whether
changes should be made in the number
of representatives on the Board to reflect
changes in the geographical distribution
of the production of peanuts.

The Order became effective on July
30, 1999, and it contains provision to
add a producer member and alternate if
the State meets and maintains a three-
year average production of at least
10,000 tons of peanuts. At the Board’s
December 4-5, 2007, meeting, the Board
voted unanimously to add the State of
Mississippi as a primary peanut-
producing state contingent on the NASS
data for the 2007 crop year showing that
Mississippi has maintained a three-year
average annual peanut production of at
least 10,000 tons per year. The most
recent NASS data shows that for the
years 2005, 2006, and 2007 Mississippi
produced 22,400 tons, 23,200 tons, and
29,700 tons of peanuts respectively.
Based on this data, the three-year
average annual peanut production for
Mississippi totals 22,410 tons per year
(67,232 divided by 3), which well
exceeds the threshold set in the Order.

With regard to alternatives, the Board
reviewed the peanut distribution for all
the minor peanut-producing states, and
Mississippi was the only State that met
the Order’s requirement for a three-year
average peanut production of at least
10,000 tons.

Nominations and appointments to the
Board are conducted pursuant to
sections 1216.40, 1216.41, and 1216.43

of the Order. According to these
sections, appointments to the Board are
made by the Secretary from a slate of
nominated candidates. Pursuant to
section 1216.41(a) of the Order, eligible
peanut producer organizations within
the State shall nominate two qualified
persons for each member and each
alternate member. The nomination
meeting must be announced 30 days in
advance. The nominees should be
elected at an open meeting among
peanut producers eligible to serve on
the Board. At the nomination meeting,
the Department will be present to
oversee and to verify eligibility and
count ballots. The nominees for the
producer member and alternate member
are then submitted to the Secretary for
appointment to the Board.

In accordance with the Office of
Management and Budget (OMB)
regulation [5 CFR Part 1320] which
implements the Paperwork Reduction
Act of 1995 [44 U.S.C. Chapter 35], the
background form, which represents the
information collection and
recordkeeping requirements that may be
imposed by this rule, was previously
submitted to and approved by OMB
under OMB Number 0505-0001.

The public reporting burden is
estimated to increase by an average 0.5
hours per response for each of the four
producers. The estimated annual cost of
providing the information by the four
producers would be $19.80 or $4.95 per
producer. This additional burden will
be included in the existing information
collections approved for use under OMB
Number 0505-0001.

With regard to information collection
requirements, adding a producer
member and alternate member
representing the State of Mississippi for
the Board means that four additional
producers will be required to submit
background forms to the Department in
order to be considered for appointment
to the Board. Four producers will be
affected because two names must be
submitted to the Secretary for
consideration for each position on the
Board. However, serving on the Board is
optional, and the burden of submitting
the background form would be offset by
the benefits of serving on the Board. The
estimated annual cost of providing the
information by four producers would be
$19.80 for all four producers or $4.95
per producer.

The Department has not identified
any relevant Federal rules that
duplicate, overlap, or conflict with this
rule.

Background

The Order became effective on July
30, 1999, and is authorized under the
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1996 Act. The Board is composed of 10
producer members and their alternates:
one member and alternate from each
primary peanut-producing state (in
descending order—Georgia, Texas,
Alabama, Florida, North Carolina, South
Carolina, Oklahoma, Virginia, and New
Mexico) and one at-large member and
alternate collectively from the minor
peanut-producing states. The members
and alternates are nominated by
producers or producer groups.

Under the Order, the Board
administers a nationally coordinated
program of promotion, research, and
information designed to strengthen the
position of peanuts in the market place
and to develop, maintain, and expand
the demand for peanuts in the United
States. Under the program, all peanut
producers pay an assessment of one
percent of the total value of all farmer’s
stock peanuts. The assessments are
remitted to the Board by handlers and,
for peanuts under loan, by the
Commodity Credit Corporation.

Pursuant to section 1216.40(b) of the
Order, at least once in each five-year
period, the Board shall review the
geographical distribution of peanuts in
the United States and make a
recommendation to the Secretary to
continue without change or whether
changes should be made in the number
of representatives on the Board to reflect
changes in the geographical distribution
of the production of peanuts.

The Board reviewed the most recent
NASS data and it reported that in 2005,
2006, and 2007 Mississippi produced
22,400 tons, 23,200 tons, and 29,700
tons of peanuts respectively. Based on
this data, the three-year average annual
peanut production for Mississippi totals
22,410 tons per year (67,232 divided by
3) which exceeds the requirement set in
the Order of 10,000 pounds per year to
become a major peanut-producing state.
In addition, NASS data showed that
Mississippi has produced two percent of
the total United States peanut crop
which is the same as Oklahoma and
Virginia, two of the primary peanut-
producing states. At the Board’s
December 4-5, 2007, meeting, the Board
voted unanimously to add Mississippi
as a primary peanut-producing state.

Therefore, the addition of a producer
member and alternate would carry out
the recommendations of the Board. This
action will add to the Board a member
and an alternate from Mississippi which
has become a primary peanut-producing
state. The addition of a producer
member and alternate member would
allow Mississippi representation on the
Board’s decision making and also
potentially provide an opportunity to
increase diversity on the Board.

Furthermore, this rule would make
amendments to sections 1216.15 and
1216.21 of the Order to add the State of
Mississippi as a primary peanut-
producing state. Also, this rule would
revise sections 1216.40(a) and
1216.40(a)(1) of the Order to specify that
the Board will be composed of 11
peanut producer members and their
alternates rather than 10.

Nominations and appointments to the
Board are conducted pursuant to
sections 1216.40, 1216.41, and 1216.43
of the Order. According to these
sections, appointments to the Board are
made by the Secretary from a slate of
nominated candidates. Pursuant to
section 1216.41(a) eligible peanut
producer organizations within the State
as certified pursuant to section 1216.70
shall nominate two qualified persons for
each member and each alternate
member. The nomination meeting must
be announced 30 days in advance. The
nominees should be elected at an open
meeting among peanut producers
eligible to serve on the Board. At the
nomination meeting, the Department
was present to oversee and to verify
eligibility and count ballots. The
nominees for the producer member and
alternate member will be submitted to
the Secretary for appointment to the
Board.

An interim final rule concerning this
action was published in the Federal
Register on March 20, 2008 (73 FR
14919). Copies of the rule were made
available through the Internet by the
Department and the Office of the
Federal Register. That rule provided a
30-day comment period which ended on
April 21, 2008. Three comments were
received by the deadline.

Three favorable comments were
received. The commenters state the
addition of Mississippi as a major
peanut-producing state will ensure that
all growers have the opportunity to be
equitably represented in setting the
vision and goals of the Peanut
Promotion, Research, and Information
Order.

An interim final rule was published
in the Federal Register on March 20,
2008 (73 FR 14919), allowing the Board
to begin the nomination process to fill
the Mississippi member and alternate
positions. As a result, the Mississippi
nomination process began in April 2008
to allow Mississippi to have
representation on the Board for the next
term of office beginning January 1, 2009,
and ending December 31, 2011.

After consideration of all relevant
material presented, the Board’s
recommendation, and other
information, it is hereby found that this
rule is consistent with and will tend to

effectuate the declared policy of the
1996 Act and therefore should be
adopted as a final rule, without change.

List of Subjects in 7 CFR Part 1216

Administrative practice and
procedure, Advertising, Consumer
information, Marketing agreements,
Peanut promotion, Reporting and
recordkeeping requirements.

PART 1216—PEANUT PROMOTION,
RESEARCH, AND INFORMATION
ORDER

m Accordingly, the interim final rule
amending 7 CFR part 1216 which was
published at 73 FR 14919 on March 20,
2008, is adopted as a final rule without
change.

Dated: July 2, 2008.
Lloyd C. Day,

Administrator, Agricultural Marketing
Service.

[FR Doc. E8-15522 Filed 7—8—08; 8:45 am]
BILLING CODE 3410-02-P

DEPARTMENT OF THE TREASURY
Office of Thrift Supervision

12 CFR Part 575
[No. OTS—2008-0005]
RIN 1550-[AC15]

Optional Charter Provisions in Mutual
Holding Company Structures

AGENCY: Office of Thrift Supervision,
Treasury.

ACTION: Final rule.

SUMMARY: The Office of Thrift
Supervision (OTS) is amending its
mutual holding company (MHC)
regulations to permit certain MHC
subsidiaries to adopt an optional charter
provision that would prohibit any
person from acquiring, or offering to
acquire, beneficial ownership of more
than ten percent of the MHC
subsidiary’s minority stock (stock held
by persons other than the subsidiary’s
MHQ).

DATES: Effective Date: This final rule is
effective on October 1, 2008.

FOR FURTHER INFORMATION CONTACT:
Donald W. Dwyer, (202) 906—6414,
Director, Applications, Examinations
and Supervision—Operations; or David
A. Permut, (202) 906—7505, Senior
Attorney, Business Transactions
Division, Office of Chief Counsel, Office
of Thrift Supervision, 1700 G Street,
NW., Washington, DC 20552.

SUPPLEMENTARY INFORMATION:
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I. Background

On June 27, 2007, OTS published a
notice of proposed rulemaking (NPR)
that proposed to amend the MHC
Regulations to permit certain MHC
subsidiaries to adopt an optional charter
provision that would prohibit any
person from acquiring, or offering to
acquire beneficial ownership of more
than ten percent of the MHC
subsidiary’s minority stock (stock held
by persons other than the subsidiary’s
MHQ).1

Under the MHC Regulations, a
subsidiary MHC, or, where there is no
subsidiary MHC, the former mutual
savings association that reorganized into
an MHC structure (collectively,
Subsidiary Company), may sell less than
50 percent of its voting stock to parties
other than the top-tier MHC.2

Under the MHC Regulations, a
Subsidiary Company may adopt a
charter provision that prohibits any
person from acquiring, or offering to
acquire, beneficial ownership of more
than 10 percent of the Subsidiary
Company’s stock during the five years
after a minority stock issuance.? The
purpose of this provision, as is the case
with the provision when applied to
fully converted associations, is to lessen
the vulnerability of the entity to
attempts to take unfair advantage of the
results of the offering, to protect the
integrity of the offering, and to ensure
that the offering is completed in a
manner that strengthens the issuer.4

OTS has become aware of several
situations in which minority
stockholders have acquired positions in
the minority stock of Subsidiary
Companies, and have taken actions that
appear intended to influence
management to engage in stock
repurchases or in a sale of the
institution. Because a top-tier MHC is
required to retain more than 50 percent
of the stock of any Subsidiary Company,
holders of minority stock (minority
stockholders) cannot control the
outcome of most issues presented to the
stockholders of a Subsidiary Company.
However, there are circumstances where
OTS’s regulations provide that a
majority of the minority stock must
approve a proposal.®

Minority stockholders may acquire a
significant percentage of the minority
stock without involving either the OTS

1See 72 FR 35205 (Jun. 27, 2008).

2See 12 CFR 575.7 and 575.14(b)(2008). See also
12 U.S.C. 1467a(0)(8)(B).

3 See 12 CFR 552.4(b)(8) and 575.14(c)(2)(2008).

4 See, e.g., Federal Home Loan Bank Board Order
No. 84-90 (Feb. 23, 1984).

5See 12 CFR 563b.500(a)(7), 563b.555, 575.11(i)
and 575.12(a)(3) (2008).

Acquisition of Control Regulations
(Control Regulations) or the charter
provision discussed above, both of
which are triggered by an acquisition of
more than ten percent of the
outstanding stock. Thus, for example, if
a Subsidiary Company issues thirty
percent of its stock in a public offering,
a minority stockholder could acquire a
third of those shares without
implicating either the Control
Regulations or the charter provision. In
such a case, the minority stockholder
may obtain a significant amount of
influence, based on its ability to vote on
the issues that must be presented
separately to minority stockholders.

OTS believes that such a result would
be contrary to the purposes of the
restrictions addressing post-offering
acquisitions of stock in the context of
conversions and minority stock
offerings, that is, lessening the
vulnerability of the entity to attempts to
take unfair advantage of the results of
the offering, to protect the integrity of
the offering, and to ensure that the
offering is completed in a manner that
strengthens the issuer. Therefore, OTS
proposed to add a provision to the MHC
Regulations, which could be adopted
only by Subsidiary Companies, that
would provide that no entity, or person
or group acting in concert could acquire
more than ten percent of the
outstanding minority stock of the
Subsidiary Company during the five
years after a Minority Stock Issuance. If
a stockholder violated this charter
provision, the stockholder would not be
permitted to vote any stock the
stockholder acquired in excess of the
limit.

OTS proposed that the charter
provision would not limit the
stockholdings of the parent MHC,
because the parent MHC, under the
Home Owners’ Loan Act, must own
more than fifty percent of the Subsidiary
Company. In addition, OTS proposed
that the charter provision except stock
held by the Subsidiary Company’s
Employee Stock Ownership Plan (ESOP)
from this limitation, because ESOP
acquisitions do not present the concerns
that have resulted in OTS limiting post-
conversion acquisitions of stock.®

I1. Public Comments

OTS received 8 comments, from 7
commenters, regarding the NPR. Of
these comment letters, four were from
trade associations, three were from law
firms and one was from an investment

6 See 12 CFR 563b.525(c)(4)(2008), and the
optional charter provision at section 552.4, both of
which except ESOPs from the post-conversion
acquisition restrictions of section 563b.525.

firm. Five of the comment letters
supported the proposal and three
(including two letters from one
commenter) opposed the proposal. Four
of the five comments in favor of the
proposal were submitted by trade
associations, and one was from a law
firm. Of the three comments opposing
the proposal, one was from the
investment firm, and the other two were
from an attorney who wrote on behalf of
his client.

All of the comments in favor of the
proposal supported OTS’s reasoning as
set forth in the NPR, and evidenced a
belief that the proposal would
appropriately limit the amount of
influence minority shareholders would
have over management. One commenter
stated that the proposed restriction was
reasonable in order to keep activist
shareholders from ‘“‘engaging in control”
over an MHC.

The two commenters who opposed
the proposal cited several arguments
supporting their position. They asserted
that the optional charter provision
would make already illiquid stock less
liquid; would disenfranchise
shareholders, and violate fundamental
shareholder rights; was overkill to stop
minority shareholders from taking
actions to influence management; and
was proposed in order to assist
management to avoid shareholder
accountability and undo the
requirement that a majority of minority
shareholders vote in favor of
management stock benefit plans. These
commenters also asserted that the
proposed charter provision has no
nexus to protecting the conversion (or
the minority stock offering process).

In addition, the comments raised
technical issues regarding the proposed
charter provision.

OTS has carefully considered the
public comments. Specific topics
addressed by one or more commenters
are discussed below. Except as
otherwise noted in the discussion
below, OTS is adopting the amendments
to its regulations as proposed in the
NPR.

A. Adoption and Retention of the
Charter Provision

Three commenters addressed the time
period during which a Subsidiary
Company could enact and retain the
optional charter provision. Two
commenters asked for clarification
regarding when the provision could be
adopted. In addition, two commenters
addressed the length of time for which
a charter could include the provision in
question. One commenter suggested that
Subsidiary Companies should have the
ability to determine how long to retain
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the charter provision, with five years as
the outside limit, and another suggested
that OTS should permit a Subsidiary
Company to retain the charter provision
as long as the company considers it
appropriate.

OTS is revising the final regulation to
provide clearly that, subject to certain
limitations discussed below, a
Subsidiary Company may adopt the
optional charter provision before it
conducts its first minority stock
offering, at the time of a minority stock
offering, or at any time during the five
years following the closing of the
minority stock offering. However,
regardless of when the charter provision
is adopted, the charter provision must
expire at some time during the five year
period that commences upon the closing
of the minority stock offering.

OTS has considered the comment
requesting that OTS permit the
Subsidiary Company to decide for itself
how long the charter provision should
remain in place. The NPR stresses that
the purpose of the charter provision is
to lessen attempts to take unfair
advantage of the results of an offering,
protect the integrity of the offering, and
ensure that the offering is completed in
a manner that strengthens the issuer.
OTS believes that these concerns lessen
significantly when more than five years
have elapsed since the completion of
the offering in question. Accordingly,
OTS is retaining the requirement that
the provision may be in place only
during the five years after the closing of
an offering.

B. Applicability of the Charter Provision
Where a Shareholder Has Already
Acquired More Than Ten Percent of the
Minority Stock

The comments that opposed the
optional charter provision raised several
issues that ultimately related to the
manner in which the provision would
operate if a shareholder had acquired
more than ten percent of the minority
stock before the charter provision had
been adopted. In this regard, the
comments asserted that the rule
disenfranchises large stockholders, and
that sterilization of shares in excess of
ten percent of the minority shares is
inappropriate. One of the commenters
urged that OTS make the rule applicable
only prospectively.

OTS has carefully considered these
comments. The NPR did not specifically
discuss situations in which a minority
shareholder had acquired shares in
excess of the limit in the optional
charter provision prior to adoption of
the provision, and did not contemplate
situations in which a shareholder who
held shares before adoption of the

charter provision would no longer be
able to vote those shares.

OTS considered prohibiting a
Subsidiary Company from adopting the
charter provision only where a party
had already acquired more than ten
percent of the minority shares, and also
considered excepting (“grandfathering”)
parties who had acquired more than ten
percent of the minority shares at the
time of the adoption of the charter
provision from the restrictions in the
optional charter provision. OTS does
not believe that either approach would
work well, due to difficulties in
knowing how many shares a minority
shareholder holds at a particular time.
For either approach to work, it would be
necessary for shareholders who would
not otherwise be subject to reporting
requirements to provide information
regarding their holdings, and OTS does
not believe it is appropriate to impose
special reporting requirements on
minority shareholders of Subsidiary
Companies.

Accordingly, OTS is revising the final
regulation to provide that only
Subsidiary Companies that have not
engaged in minority stock issuance prior
to the effective date of the regulation,
may adopt the optional charter
provision.

OTS is not prohibiting Subsidiary
Companies that engage in their initial
minority stock offering after the
effective date of this regulation from
adopting the optional charter provision,
even if they do so after a minority stock
issuance, and after a minority
shareholder acquires more than ten
percent of the Subsidiary Company’s
minority stock. In order to adopt the
optional charter provision after a
minority stock issuance, however, the
Subsidiary Company must provide full
disclosure in the offering materials
regarding the possibility that the
optional charter provision may be
adopted at a later time.” Accordingly,
even if there was no restriction at the
time a shareholder acquires a Subsidiary
Company’s minority stock, such a
shareholder will do so with knowledge
that its voting power may be adversely
affected if the Subsidiary Company later
adopts the optional charter provision.

OTS believes that this approach
eliminates concerns that the charter
provision inappropriately sterilizes
votes,8 violates shareholder rights, or is

71f the Subsidiary Company engages in multiple
minority stock issuances, it would have to make the
appropriate disclosures in all such offerings.

80TS has long considered sterilization to be
appropriate where an acquiror has violated a
regulatory or charter restriction. Both the OTS
Mutual-to-Stock conversion regulations and the
charter provision at 12 CFR 552.4 include

in any way inconsistent with sound
corporate governance.
C. Liquidity

The commenter who addressed
liquidity stated that the proposed
charter provision would reduce
liquidity of the stock of recently
converted Subsidiary Companies,
because acquirors who otherwise
wished to purchase more than ten
percent of the Subsidiary Company’s
shares would not be allowed to do so.
OTS notes, however, that such
purchases may ultimately decrease
liquidity, by reducing, possibly
significantly, the number of minority
shareholders. The proposed rule may
ultimately have the effect of increasing
the number of minority shareholders
over the number that would otherwise
be the case, thereby increasing liquidity.
Accordingly, the effect of the charter
provision on liquidity is unclear. OTS
does not believe that the charter
provision will raise significant liquidity
concerns.

D. Management Accountability

Comments that opposed the proposed
charter provision asserted that the
provision helps management avoid
accountability to shareholders, and
conflicts with the final rule promulgated
in 2007 that required that a majority of
the minority shareholders vote in favor
of stock benefit plans proposed by
Subsidiary Companies.?

OTS does not believe the charter
provision either enables management to
avoid shareholder accountability or
conflicts with the 2007 final rule
requiring a majority of the minority vote
in favor of stock benefit plans. The
proposed charter provision merely
prohibits a single entity from acquiring
more than ten percent of the minority
shares. Where a separate minority
shareholder vote is required, a majority
of such shareholders must vote in favor
of a matter in order for it to be passed.
Accordingly, management remains
accountable to shareholders, and the
charter provision does not raise the
conflict of interest issues that led OTS
to continue to require a majority of the
minority vote.1©

E. Purpose of the Charter Provision

With regard to the comments that the
only purpose of the charter provision is
to make it easier to pass benefit plans,

sterilization provisions that apply where the
acquiror has violated OTS regulations, or a charter
provision, and have included such provisions since
the 1970s.

9See 72 FR 35145 (2007).

10See 72 FR 35145, at 35147—-35148 (June 27,
2007).
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and that the charter provision is
intended to protect insiders’ interests,
OTS set forth the rationale for the
proposed charter provision in the NPR,
and has repeated the rationale above.
The charter provision does not prevent
minority shareholders from voting in
opposition to a proposed benefit plan.
The charter provision would make it
more difficult for a single shareholder to
prevent the passage of stock benefit
plans, but minority shareholders, as a
class, continue to have the power to
vote down a stock benefit plan.

F. Treatment of Proxies

One commenter requested
clarification regarding whether the
charter provision would prohibit a
shareholder from soliciting revocable
proxies. The regulatory restriction
regarding acquisitions of more than ten
percent of a class of voting stock after
a mutual-to-stock conversion, at 12 CFR
563b.525, provides that “‘a person
acquires beneficial ownership of more
than ten percent of a class of shares
when he or she holds any combination
of * * * stock or revocable or
irrevocable proxies under circumstances
that give rise to a conclusive control
determination or rebuttable control
determination under §§ 574.4(a) and (b)
of this chapter.” The corresponding
optional charter provision at 12 CFR
552.4 has been interpreted to apply to
proxies in the same manner.1? OTS is
not aware of any reason to treat proxies
differently in the context of the charter
provision addressed herein.

III. Regulatory Findings
A. Paperwork Reduction Act

OTS has determined that the final
rule does not involve a change to
collections of information previously
approved under the Paperwork
Reduction Act (44 U.S.C. 3501 et seq.).

B. Executive Order 12866

The Director of OTS has determined
that the final rule does not constitute a
“significant regulatory action” for
purposes of Executive Order 12866.

C. Regulatory Flexibility Act

Pursuant to section 605(b) of the
Regulatory Flexibility Act (RFA) (5
U.S.C. 601), the Director certifies that
the final rule will not have a significant
economic impact on a substantial
number of small entities. The final rule
would permit Subsidiary Companies to
adopt an optional charter provision.
Accordingly, OTS has determined that a

11 See FHLBB Ops., Dep. G.C. (Aug. 14, 1986, and
Oct. 21, 1988).

Regulatory Flexibility Analysis is not
required.

D. Unfunded Mandates Reform Act of
1995

OTS has determined that the final
rule will not result in expenditures by
state, local, or tribal governments or by
the private sector of $100 million or
more and that a budgetary impact
statement is not required under Section
202 of the Unfunded Mandates Reform
Act of 1995, Public Law 104—4
(Unfunded Mandates Act). The final
rule would permit Subsidiary
Companies to adopt an optional charter
provision. The final rule changes should
not have a significant impact on small
institutions. Accordingly, a budgetary
impact statement is not required under
section 202 of the Unfunded Mandates
Act.

List of Subjects in 12 CFR Part 575

Administrative practice and
procedure, Capital, Holding companies,
Reporting and recordkeeping
requirements, Savings Associations,
Securities.

Authority and Issuance

m For the reasons set forth in the
preamble, OTS is amending Chapter V
of title 12 of the Code of Federal
Regulations, as set forth below:

PART 575—MUTUAL HOLDING
COMPANIES

m 1. The authority citation for 12 CFR
part 575 continues to read as follows:

Authority: 12 U.S.C. 1462, 1462a, 1463,
1464, 1467a, 1828, 2901.

m 2. Amend § 575.9 by redesignating
paragraph (c) as (d), and adding a new
paragraph (c) as follows:

§575.9 Charters and bylaws for mutual
holding companies and their savings
association subsidiaries.

* * * * *

(c) Optional charter provision limiting
minority stock ownership. A federal
resulting association or federal acquiree
association that engages in its initial
minority stock issuance after October 1,
2008 may, before it conducts its initial
minority stock issuance, at the time of
such minority stock issuance, or at any
time during the five years following a
minority stock issuance that such
association conducts in accordance with
the purchase priorities set forth in 12
CFR part 563b, include in its charter the
following provision. For purposes of
this charter provision, the definitions
set forth at § 552.4(b)(8) of this chapter
apply. This charter provision expires a
maximum of five years from the date of

the minority stock issuance. The federal
resulting association or federal acquiree
association may adopt the charter
provision after a minority stock issuance
only if it provided, in the offering
materials related to its previous
minority stock issuance or issuances,
full disclosure of the possibility that the
association might adopt such a charter
provision.

Beneficial Ownership Limitation. No
person may directly or indirectly offer
to acquire or acquire the beneficial
ownership of more than 10 percent of
the outstanding stock of any class of
voting stock of the association held by
persons other than the association’s
mutual holding company. This
limitation expires on [insert date of
minority stock issuance] and does not
apply to a transaction in which an
underwriter purchases stock in
connection with a public offering, or the
purchase of stock by an employee stock
ownership plan or other tax-qualified
employee stock benefit plan that is
exempt from the approval requirements
under § 574.3(c)(1)(vii) of the Office’s
regulations.

In the event a person acquires stock
in violation of this section, all stock
beneficially owned by such person in
excess of 10 percent of the stock held by
stockholders other than the mutual
holding company shall be considered
“excess shares”” and shall not be
counted as stock entitled to vote and
shall not be voted by any person or
counted as voting stock in connection
with any matters submitted to the

stockholders for a vote.
* * * * *

m 3. Amend § 575.14 by redesignating
paragraphs (c)(3) and (4) as (4) and (5),
respectively, and add a new (c)(3) to
read as follows:

§575.14 Subsidiary holding companies.

* * * * *

(3) Optional charter provision limiting
minority stock ownership. A subsidiary
holding company that engages in its
initial minority stock issuance after
October 1, 2008 may, before it conducts
its initial minority stock issuance, at the
time it conducts its initial minority
stock issuance, or at any time during the
five years following a minority stock
issuance that such subsidiary holding
company conducts in accordance with
the purchase priorities set forth in 12
CFR part 563b, include in its charter the
provision set forth below. For purposes
of this charter provision, the definitions
set forth at § 552.4(b)(8) of this chapter
apply. This charter provision expires a
maximum of five years from the date of
the minority stock issuance. The
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subsidiary holding company may adopt
the charter provision after a minority
stock issuance only if it provided, in the
offering materials related to its previous
minority stock issuance or issuances,
full disclosure of the possibility that the
association might adopt such a charter
provision.

Beneficial Ownership Limitation. No
person may directly or indirectly offer
to acquire or acquire the beneficial
ownership of more than 10 percent of
the outstanding stock of any class of
voting stock of the association held by
persons other than the subsidiary
holding company’s mutual holding
company parent. This limitation expires
on [insert date of minority stock
issuance] and does not apply to a
transaction in which an underwriter
purchases stock in connection with a
public offering, or the purchase of stock
by an employee stock ownership plan or
other tax-qualified employee stock
benefit plan which is exempt from the
approval requirements under
§574.3(c)(1)(vii) of the Office’s
regulations.

In the event a person acquires stock
in violation of this section, all stock
beneficially owned in excess of 10
percent shall be considered “excess
stock” and shall not be counted as stock
entitled to vote and shall not be voted
by any person or counted as voting
stock in connection with any matters
submitted to the stockholders for a vote.
* * * * *

Dated: June 20, 2008.

By the Office of Thrift Supervision.
John M. Reich,
Director.
[FR Doc. E8-14374 Filed 7—8—08; 8:45 am]
BILLING CODE 6720-01-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71
[Docket No. FAA-2007-0915; Airspace
Docket No. 07-ASW-13]

Establishment of Class D Airspace;
Albuquerque, NM

AGENCY: Federal Aviation
Administration (FAA), DOT.
ACTION: Final rule.

SUMMARY: This action establishes Class
D airspace at Albuquerque, NM.
Establishment of an air traffic control
tower at Double Eagle II Airport,
Albuquerque, NM, has made this action
necessary for the safety of Instrument
Flight Rule (IFR) operations at the

airport. This action also makes minor
corrections to the geographic
coordinates of the airport.

DATES: Effective Date: 0901 UTC,
September 25, 2008. The Director of the
Federal Register approves this
incorporation by reference action under
1 CFR part 51, subject to the annual
revision of FAA Order 7400.9 and
publication of conforming amendments.
FOR FURTHER INFORMATION CONTACT: Gary
Mallett, Central Service Center,
Operations Support Group, Federal
Aviation Administration, Southwest
Region, 2601 Meacham Blvd., Fort
Worth, TX 76193-0530; telephone (817)
222-4949.

SUPPLEMENTARY INFORMATION:

History

On April 9, 2008, the FAA published
in the Federal Register a notice of
proposed rulemaking to establish Class
D airspace at Albuquerque, NM (73 FR
19174, 07-ASW-13 Docket No. FAA—
2007-0915). Interested parties were
invited to participate in this rulemaking
effort by submitting written comments
on the proposal to the FAA. No
comments were received. This rule
makes minor corrections to the
geographic coordinates of Double Eagle
II Airport. With the exception of
editorial changes, and the changes
described above, this rule is the same as
that proposed in the NPRM. Class D
airspace designations are published in
paragraph 5000 of FAA Order 7400.9R
signed August 15, 2007, and effective
September 15, 2007, which is
incorporated by reference in 14 CFR
part 71.1. The Class D airspace
designations listed in this document
will be published subsequently in that
Order.

The Rule

This action amends Title 14 Code of
Federal Regulations (14 CFR) part 71 by
establishing Class D airspace extending
upward from the surface to and
including 7,500 feet MSL within a 4.3-
mile radius of Double Eagle II Airport.

The FAA has determined that this
regulation only involves an established
body of technical regulations for which
frequent and routine amendments are
necessary to keep them operationally
current. Therefore, this regulation: (1) Is
not a “‘significant regulatory action”
under Executive Order 12866; (2) is not
a “significant rule” under DOT
Regulatory Policies and Procedures (44
FR 11034; February 26, 1979); and (3)
does not warrant preparation of a
regulatory evaluation as the anticipated
impact is so minimal. Since this is a
routine matter that will only affect air

traffic procedures and air navigation, it
is certified that this rule, when
promulgated, will not have a significant
economic impact on a substantial
number of small entities under the
criteria of the Regulatory Flexibility Act.

The FAA’s authority to issue rules
regarding aviation safety is found in
Title 49 of the U.S. Code. Subtitle 1,
section 106, describes the authority of
the FAA Administrator. Subtitle VII,
Aviation Programs, describes in more
detail the scope of the agency’s
authority. This rulemaking is
promulgated under the authority
described in Subtitle VII, Part A,
Subpart I, section 40103. Under that
section, the FAA is charged with
prescribing regulations to assign the use
of airspace necessary to ensure the
safety of aircraft and the efficient use of
airspace.

This regulation is within the scope of
that authority as it establishes
controlled airspace at Double Eagle II
Airport, Albuquerque, NM.

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

Adoption of the Amendment

m In consideration of the foregoing, the
Federal Aviation Administration
amends 14 CFR part 71 as follows:

PART 71—DESIGNATION OF CLASS A,
B, C, D, AND E AIRSPACE AREAS; AIR
TRAFFIC SERVICE ROUTES; AND
REPORTING POINTS

m 1. The authority citation for 14 CFR
part 71 continues to read as follows:

Authority: 49 U.S.C. 106(g), 40103, 40113,
40120; E.O. 10854, 24 FR 9565, 3 CFR, 1959—
1963 Comp., p. 389.

§71.1 [Amended]

m 2. The incorporation by reference in

14 CFR part 71.1 of the Federal Aviation
Administration Order 7400.9R, Airspace
Designations and Reporting Points,
signed August 15, 2007, and effective
September 15, 2007, is amended as
follows:

Paragraph 5000 Class D Airspace.

* * * * *

ASWNMD Albuquerque, NM [New]

Double Eagle II Airport, NM
(Lat. 35°08’43” N., long. 106°47’43” W.)

That airspace extending upward from the
surface to and including 7,500 feet MSL
within a 4.3-mile radius of Double Eagle II
Airport, and within 1 mile each side of the
Double Eagle Runway 22 ILS localizer
northeast course, extending from the 4.3-mile
radius to 5.9 miles northeast of the airport.
This Class D airspace area is effective during
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the specific dates and times established in
advance by a Notice to Airmen. The effective
date and time will thereafter be continuously
published in the Airport/Facility Directory.

* * * * *

Issued in Fort Worth, TX, on June 27, 2008.
Donald R. Smith,

Manager, Operations Support Group, ATO
Central Service Center.

[FR Doc. E8-15237 Filed 7-8-08; 8:45 am]|
BILLING CODE 4910-13-M

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA—-2008-0339; Airspace
Docket No. 08—-ASW-5]

Amendment of Class D and Class E
Airspace; Altus AFB, OK

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Direct final rule; withdrawal.

SUMMARY: A direct final rule, published
in the Federal Register April 14, 2008
(73 FR 19997) docket No. FAA-2008—
0339, adding additional Class D and
Class E airspace at Altus AFB, Altus,
OK, is being withdrawn. Although the
rule became effective June 5, 2008,
charting of this airspace was never
completed. A new rulemaking will be
forthcoming with an effective date that
coincides with the new charting date.

DATES: Effective Date: 0901 UTC July 9,
2008.

FOR FURTHER INFORMATION CONTACT: Gary
Mallett, Central Service Center,
Operations Support Group, Federal
Aviation Administration, Southwest
Region, 2601 Meacham Blvd., Fort
Worth, Texas 76193-0530; telephone
number (817) 222—4949.

SUPPLEMENTARY INFORMATION:
History

On April 14, 2008, the FAA published
a direct final rule; request for comments,
in the Federal Register (73 FR 19997)
Docket No. FAA-2008—-0339, amending
the existing Class D and Class E airspace
areas at Altus AFB, Altus, OK. No
comments were received therefore the
rule became effective on the date
specified, June 5, 2008. It was then
determined that the airspace had not
been charted. Therefore, the FAA is
withdrawing this rulemaking and will
issue a new rulemaking with a new
effective date to coincide with the
charting date.

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (Air).

Withdrawal of the Rule

m Accordingly, pursuant to the authority
delegated to me, Airspace Docket No.
08—ASW-5, as published in the Federal
Register on April 14, 2008 (73 FR
19997), is hereby withdrawn.

Authority: 49 U.S.C. 106(g); 40103, 40113,

40120; E.O. 10854, 24 FR 9565, 3 CFR, 1959—
1963 Comp., p. 389.

Issued in Fort Worth, TX, on June 27, 2008.

Donald R. Smith,

Manager, Operations Support Group, ATO
Central Service Center.

[FR Doc. E8-15235 Filed 7—8-08; 8:45 am]
BILLING CODE 4910-13-M

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA—-2008-0160; Airspace
Docket No. 08—AEA-13]

Establishment of Class E Airspace;
Milford, PA

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule, confirmation of
effective date.

SUMMARY: This action confirms the
effective date of a direct final rule
published in the Federal Register (73
FR 15061) that establishes Class E
Airspace at Milford, PA to support a
new Area Navigation (RNAV) Global
Positioning System (GPS) Special
Instrument Approach Procedure (IAP)
that has been developed for medical
flight operations into the Myer Airport.

DATES: Effective 0901 UTC, September
25, 2008. The Director of the Federal
Register approves this incorporation by
reference action under title 1, Code of
Federal Regulations, part 51, subject to
the annual revision of FAA Order
7400.9 and publication of conforming
amendments.

FOR FURTHER INFORMATION CONTACT:
Melinda Giddens, System Support
Group, Eastern Service Center, Federal
Aviation Administration, P.O. Box
20636, Atlanta, Georgia 30320;
telephone (404) 305-5610.

SUPPLEMENTARY INFORMATION:

Confirmation of Effective Date

The FAA published this direct final
rule with a request for comments in the
Federal Register on March 21, 2008 (73

FR 15061), Docket No. FAA—-2008—-0161;
Airspace Docket No. 08—AEA-13. The
FAA uses the direct final rulemaking
procedure for a non-controversial rule
where the FAA believes that there will
be no adverse public comment. This
direct final rule advised the public that
no adverse comments were anticipated,
and that unless a written adverse
comment, or a written notice of intent
to submit such an adverse comment,
were received within the comment
period, the regulation would become
effective on September 25, 2008. No
adverse comments were received, and
thus this notice confirms that effective
date.

* * * * *

Issued in College Park, Georgia, on June 4,
2008.

Mark D. Ward,

Manager, Operations Support Group, Eastern
Service Center, Air Traffic Organization.

[FR Doc. E8-15236 Filed 7-8-08; 8:45 am]|
BILLING CODE 4910-13-M

FEDERAL TRADE COMMISSION

16 CFR Part 305
RIN 3084-AA74

Rule Concerning Disclosures
Regarding Energy Consumption and
Water Use of Certain Home Appliances
and Other Products Required Under
the Energy Policy and Conservation
Act (“Appliance Labeling Rule”)

AGENCY: Federal Trade Commission
(“FTC” or ‘“Commission’’).

ACTION: Final Rule.

SUMMARY: Section 324 of the Energy
Independence and Security Act of 2007
requires the Commission to issue
labeling rules for metal halide lamp
fixtures and ballasts. In accordance with
this directive, the Commission has
completed the required rulemaking and
is publishing final amendments to the
Appliance Labeling Rule (‘“Rule”).
DATES: The amendments published in
this final rule will become effective on
January 1, 2009.

ADDRESSES: Requests for copies of this
document are available from: Public
Reference Branch, Room 130, Federal
Trade Commission, 600 Pennsylvania
Avenue, NW., Washington, DC 20580.
The complete record of this proceeding
is also available at that address.
Relevant portions of the proceeding,
including this document, are available
at http://www.ftc.gov.

FOR FURTHER INFORMATION CONTACT:
Hampton Newsome, (202) 326—2889,
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Attorney, Division of Enforcement,
Bureau of Consumer Protection, Federal
Trade Commission, 600 Pennsylvania
Avenue, NW., Washington, DC 20580.
SUPPLEMENTARY INFORMATION: As
directed by the Energy Independence
and Security Act of 2007 (“EISA” or
“Act”) (Pub. L. 110-140), the
Commission has conducted a
rulemaking to create new labeling
requirements for the Appliance Labeling
Rule (16 CFR Part 305) for metal halide
lamp fixture packaging and ballasts
contained within those fixtures. On
April 1, 2008, the Commission
published a Notice of Proposed
Rulemaking (“NPRM”) seeking
comment on draft labeling requirements
for halide lamp fixtures (63 FR 17263).
The Commission is now publishing
final amendments to the Rule. In
support of these amendments, this
Notice provides information about
EISA’s requirements, a description of
the FTC’s amendments to implement
that law, and a discussion of comments
received in response to the proposed
amendments. The Notice also explains
that the FTC will be conducting a
separate rulemaking in the future
related to energy disclosures for lamp
products as required by EISA. Finally,
this Notice contains analysis under the
Paperwork Reduction Act and
Regulatory Flexibility Act.

I. Labeling for Metal Halide Lamp
Fixtures

A. EISA’s Directive: Section 324(d) of
EISA amends the Energy Policy and
Conservation Act (42 U.S.C. 6291 et
seq.) (“EPCA”’) to require the
Commission to issue labeling rules for
metal halide lamp fixture packaging and
ballasts. The law limits these labeling
requirements to products that are
subject to Department of Energy
(“DOE”) efficiency standards issued
pursuant to 42 U.S.C. 6295. Under EISA,
the Commission must prescribe these
rules by July 1, 2008. The statute also
directs that the rules, once issued, must
apply to any fixture manufactured on or
after January 1, 2009.

EISA defines a “metal halide lamp” as
a “high intensity discharge lamp in
which the major portion of the light is
produced by radiation of metal halides
and their products of dissociation,
possibly in combination with metallic
vapors.”? These lamps produce a bright,
white light and offer high color
rendition compared to other high-
intensity lighting. They typically light

1 See Pub. L. 110-140, 324(a). The Act also
contains definitions for “metal halide ballast” (used
to start and operate metal halide lamps) and “metal
halide lamp fixture.”

large indoor areas, such as gymnasiums
and sports arenas, as well as outdoor
areas, such as car lots.2 As discussed
below, the Commission is issuing
labeling rules for metal halide lamp
fixtures consistent with the directive of
EISA.

Specifically, EISA directs the FTC to
issue a rule requiring manufacturers to
label metal halide lamp fixture packages
and the ballasts in those fixtures with “‘a
capital letter ‘E’ printed within a
circle.”? The encircled capital letter “E”
(i.e., circle “E”) will indicate that the
product meets applicable DOE energy
efficiency standards consistent with the
labeling requirements for other lighting
products.? Because EISA excludes some
metal halide lamp fixture types from
those efficiency standards® and the FTC
labeling requirements only apply to
products that meet the DOE standards,
the circle “E” will aid consumers in
identifying products that satisfy the
DOE standard.

B. FTC’s Final Requirements: In its
NPRM, the Commission proposed
amendments to the Appliance Labeling
Rule to implement EISA’s directive. The
final amendments follow the proposed
rule provision (with some minor
exceptions explained in Section II of
this Notice). There are four basic
elements to the final amendments.

First, the amendments insert metal
halide lamp fixtures into the list of
covered products at Section 305.2 and
include metal halide lamp fixtures in
the descriptions of covered products at
Section 305.3.6

Second, the amendments (§ 305.15(c))
require that the circle “E” be clearly and

2 See http://www.eere.energy.gov/consumer/ (“A
Consumer’s Guide to Energy Efficiency and
Renewable Energy”’).

342 U.S.C. 6294(a)(2)(C)(ii). EISA mandates FTC
labeling rules for metal halide lamp fixtures and
ballasts contained in those fixtures. It does not
specifically require labeling for metal halide lamps
themselves.

4 Under EISA (42 U.S.C. 6294(a)(2)(C)), the FTC’s
labeling rules cover only those fixtures subject to
DOE efficiency standards issued pursuant to 42
U.S.C. 6295. Section 324(e) of EISA (42 U.S.C.
6295(hh)) specifically mandates DOE energy
standards for metal halide lamp fixtures. Those
standards become effective on the same date as the
FTC’s labeling requirements.

542 U.S.C. 6295(hh)(1)(B).

6 These descriptions are the same as the
definitions in EISA (see 42 U.S.C. 6291(62—-64))
except that the FTC amendments limit the
description of “metal halide lamp fixtures” to
models subject to DOE efficiency standards. In
addition, in the final amendments, the descriptions
of metal halide-related terms in section 305.3
appear in a different order than in the proposed
amendments. In the proposed amendments, the
descriptions implied that fixtures, lamps, and
ballasts are all separate covered products. In the
final amendments, the order and appearance of
these descriptions clarify that only “metal halide
lamp fixtures” (not ballasts or lamps) are covered
products.

conspicuously disclosed in color-
contrasting ink on the label of metal
halide lamp fixture packages and the
ballasts contained in those fixtures.
Consistent with current requirements
for similar products, this disclosure will
be deemed conspicuous, in terms of
size, if it appears in typeface at least as
large as either the manufacturer’s name
or another logo disclosed on the label
(e.g., “UL” or “ETL”), whichever is
larger.”

Third, the amendments (§ 305.20)
require retail catalog sellers to include
the circle “E” in their descriptions of
metal halide lamp fixtures.® The final
amendments also require the circle “E”
disclosures in point of sale promotional
material as required for other covered
products (§ 305.19).9

Finally, consistent with requirements
for other covered products, the final
amendments add reporting
requirements for metal halide lamp
fixtures to section 305.8 of the Rule.1°

II. Comments Received in Response to
Proposed Rule

The Commission received one written
comment in response to the NPRM. The
comment, submitted by the National
Electrical Manufacturers Association
(“NEMA”), raised four issues.
Specifically, it requested that the
Commission: 1) extend the deadline for
the publishers of printed catalogs to
meet the Rule’s requirements; 2)
eliminate the proposed annual reporting
requirement; 3) eliminate the proposed
requirement that manufacturers include
the circle “E” on shipping documents
for metal halide products; and 4)
consider adding a requirement that the
circle “E” appear on metal halide
fixtures themselves in addition to
packaging and ballasts. Each of these
issues is addressed in turn.

Printed Catalog Disclosures:
Consistent with requirements for other
products covered by the Rule, the
amendments (§ 305.20) require retail
catalog sellers to include the circle “E”
in their descriptions of metal halide

7 These requirements track existing requirements
for fluorescent lamp ballasts and luminaires (see 16
CFR 305.15(a)&(b)).

8 EPCA requires energy disclosures for catalog
sellers of covered products. (42 U.S.C. 6296(a)).

9 EPCA authorizes the Commission to require
such point of sale disclosures for covered products
(42 U.S.C. 6294(c)(4)). The current Rule contains
similar requirements for fluorescent lamp ballasts
(305.19(a)(2)).

10 Under Section 305.8, the final amendments
will require the submission of data including, but
not limited to, model number, voltage, and ballast
efficiency. The proposed due date for annual
reports of these products was March 1 of each year.
As discussed in section II of this Notice, the
reporting date in the final amendments is
September 1 of each year.
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lamp fixtures. Such catalogs include
websites and traditional paper catalogs.
In its comments, NEMA sought more
time to allow manufacturers to revise
their paper catalogs because it was
concerned that manufacturers would
incur large costs reprinting paper
catalogs outside of their standard
printing cycles.

The Commission believes that
NEMA'’s comment is reasonable and that
additional compliance time would not
have a significant impact on the efficacy
of disclosures. Accordingly, the final
amendments apply to any catalog
published after July 1, 2009 (instead of
January 1, 2009 as proposed in the
NPRM).11

Reporting Requirements: NEMA also
opposed the proposed yearly reporting
requirements because, in its view, they
would be overly burdensome. NEMA
also took issue with the FTC’s reporting
burden estimate, arguing that the FTC
should take into account the many
product lines (“well over 100”) in the
industry and not just the number of
manufacturers. Finally, NEMA stated
that, if the FTC is unable to eliminate
the reporting requirement, then the
agency should establish an electronic
database to ease the reporting burden.

The final amendments retain the
proposed reporting requirements. Under
Section 326 of EPCA (42 U.S.C. 6296),
manufacturers of covered products must
submit annual reports to the
Commission containing energy data for
their products. This annual reporting
requirement is applicable to all products
covered by the Rule, including
appliances, heating and cooling
equipment, covered lighting products,
and covered plumbing products.
Accordingly, the Commission has no
discretion to forgo reporting. However,
to provide manufacturers with
additional time in preparing their initial
(2009) report, the Commission has
changed the annual reporting date for
metal halide lamp fixtures from March
1 of each year to September 1 (see
Section 305.8(b)(1)).12 While this

11 NEMA did not specify an additional time
period necessary for marketers to redraft their
catalogs. Absent any specific suggested time period,
the Commission has afforded marketers an
additional six months, giving them more than a full
annual printing cycle to comply.

12 The final rule also contains a slight
clarification to the reporting requirements. The
EISA amendments (42 U.S.C. 6293(b)(18)) dictate
the DOE test procedure that must be used for metal
halide lamp ballasts. The final FTC reporting
requirements (section 305.8(a)(5)(vii)) contain a
reference to that statutory requirement to ensure
that ballast efficiency data submitted to the FTC are
consistent with the results of the DOE test
procedure. The FTC labeling rule itself does not
impose testing requirements for metal halide
products.

change does not eliminate the annual
reporting requirement, it will give
manufacturers more time to gather data
on their models for the initial (2009)
report. Once manufacturers have
assembled their data for the first (2009)
annual report, they should be able to
use that data as a starting point for
preparing reports in subsequent years,
thus making it easier to prepare reports
thereafter.

Although the Commission cannot
eliminate the reporting requirement, it
does seek to provide manufacturers with
flexibility in submitting their reporting
data. For example, the FTC allows
manufacturers to submit data through a
variety of means, including paper
letters, printed catalogs, and electronic
files via email. In addition, the
Commission understands that the DOE
is considering the development of a
web-based system to facilitate the
submission of energy data for covered
products. If such a system is
implemented, it may provide an
additional means of simplifying FTC
data submission.

Disclosures on Shipping Documents:
NEMA also took issue with a portion of
the proposed Rule that would require
the circle “E” on documentation
accompanying pallet loads of fixtures
under section 305.15(c)(3). NEMA
argued that this requirement adds no
value because the shipping document
does not help those who purchase
products. NEMA also argued that the
disclosure fails to aid enforcement
efforts because inspectors do not review
shipping documents to determine
compliance with efficiency standards.

In this regard, NEMA has raised valid
concerns. The benefit of the disclosure
on shipping documents is unclear. For
purchases outside of brick and mortar
stores, the Rule’s website and catalog
disclosures provide the information
consumers need to determine
compliance with energy standards.
Similarly, because the final
amendments require the circle “E”
disclosure on the pallet sheeting itself,
there appears to be little need to include
it in separate shipping documentation.
Accordingly, the final amendments do
not include this requirement.13

Marking on Metal Halide Fixture:
Finally, NEMA urged the Commission
to consider requiring the circle “E” on
the fixture itself, in addition to the
package and ballasts as proposed.
NEMA indicated that such a

13 A similar requirement applies to disclosures
for fluorescent lamp ballasts and luminaires (16
CFR § 305.15(a)&(b)). The upcoming rulemaking on
the effectiveness of lighting disclosures will give
the Commission an opportunity to review the
appropriateness of that requirement.

requirement would ‘“provide more
visibility for the enforcement of the law
and ensure that compliant
manufacturers remain competitive.”

The Commission has considered
NEMA'’s suggestion and decided not to
require the disclosure on fixtures at this
time. The statute appears broad enough
to provide the FTC with discretion to
require marking on the metal halide
fixture itself because the law contains a
general mandate for the Commission ““to
issue labeling rules” for metal halide
lamp fixtures. Such a requirement,
however, would constitute a significant
departure from the proposed
amendments, which track Congress’s
specific directive for labeling on
packages and ballasts. Given this
significant departure, it would be
appropriate to seek further comment
before making such a change. However,
if the Commission were to delay this
proceeding to seek such comment, it
could not meet the July 1, 2008
Congressional deadline. Accordingly,
the Commission has determined to issue
the Rule as proposed. The upcoming
rulemaking on the lamp labeling
alternatives (discussed below) will
provide an opportunity for further
consideration of this issue. For now,
although the final amendments will
apply only to the fixture package and
the ballast itself, nothing prohibits
manufacturers from printing the circle
“E” on the fixture itself as long as the
fixture meets applicable energy
standards.

III. Upcoming Rulemaking on the
Effectiveness of Lamp Labeling

EISA requires the FTC to conduct a
rulemaking to examine the effectiveness
of current lighting disclosures required
by the Commission and to explore
alternative labeling approaches.'# To
meet the Congressional deadline for
metal halide lamp fixture labeling
requirements, the Commission will
initiate the rulemaking on lamp label
effectiveness as a separate proceeding.

IV. Paperwork Reduction Act

The proposed requirements for
package and product labels, as well as
point-of-sale materials and catalog
disclosures do not constitute a
“collection of information” under the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501-3521) because they are a
“public disclosure of information
originally supplied by the government
to the recipient for the purpose of
disclosure to the public” as indicated in

14 EISA Section 321(b) (42 U.S.C. 6294(a)(2)(C)).
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OMB regulations.'® The data reporting
from metal halide lamp ballast
manufacturers, however, would
constitute a “collection of
information.”’16 Consistent with past
estimates for fluorescent ballast
manufacturers, we estimated in the
NPRM that such reporting would
require six hours per manufacturer. We
also estimated that there are
approximately 20 manufacturers of
metal halide lamp fixtures.1” NEMA’s
comments, however, indicated that,
while there are approximately 20
manufacturers, some of those
manufacturers have multiple divisions
or product lines. NEMA estimates that
there are “well over 100" such lines
within the industry. Accordingly, in the
final estimate, we conservatively
assume there are 110 divisions or
product lines and that reporting will
require six hours for each of these
entities (i.e., the same amount of time
we estimate for a manufacturer).18
Therefore, our final estimate is 660
hours (110 product/division lines x 6
hours) as a reporting burden for these
entities. In addition, we estimate that
the yearly recordkeeping burden for
metal halide manufacturers will be no
more than 2 hours each or 220 hours
total (2 hours x 110 product/division
lines). Therefore, the total estimated
annual burden of the final amendments
is 880 hours. Pursuant to the Paperwork
Reduction Act, 44 U.S.C. 3501-3521,
the FTC submitted to the Office of
Management and Budget (OMB) for
review and approval the collections of
information contained in the Rule. On
May 23, 2008, under OMB Control No.
30840069, OMB granted approval
through May 31, 2011.

V. Regulatory Flexibility Act

The Regulatory Flexibility Act
(“RFA”), 5 U.S.C. 601-612, requires an
agency to provide a Final Regulatory
Flexibility Analysis (“FRFA”) with a

155 CFR 1320.3(c)(2).

16 The final amendments impose no reporting
requirements on catalog sellers.

17 This number (20) is consistent with our

estimate for fluorescent lamp ballast manufacturers.

See 69 FR 64289, 64291 (Nov. 4, 2004). U.S.
Economic Census data indicate that there are
approximately 80 electric lamp bulb and part
manufacturers, 473 residential electric lighting
fixture manufacturers and 356 commercial,
industrial, and institutional electric lighting fixture
manufacturers in the U.S. See (http://
www.census.gov/econ/census02/guide/
INDRPT31.HTM) (Codes 335110, 335121, and
335122).

18 This assumption applies across all the
industry, regardless of the size of a particular
manufacturer’s product line or division. We believe
this assumption is very conservative because some
product lines or divisions may be very small and
require substantially less than six hours of burden
per year.

final rule, unless the agency certifies
that the rule will not have a significant
economic impact on a substantial
number of small entities. See 5 U.S.C.
603-605.

In light of the comments submitted in
response to the NPRM, the FTC
reaffirms its belief that the amendments
will not have a significant economic
impact on a substantial number of small
entities. Although the Commission
certifies under the RFA that the rule in
this notice will not have a significant
impact on a substantial number of small
entities, the Commission has
determined, nonetheless, to publish a
FRFA to explain the impact of the Rule
on small entities as follows:

A. Statement of the need for, and
objectives of, the amendments

Section 324 of EISA requires the
Commission to issue labeling rules for
metal halide lamp products. EISA
specifies the content of such labels to
provide energy information for
purchasers. Also, the Commission is
charged with enforcing the requirements
of 42 U.S.C. 6294, which require the
agency to issue these amendments. The
objective of the amendments are to
establish energy labeling requirements
for metal halide lamp fixtures and
ballasts.

B. Issues raised by comments in
response to the initial regulatory
flexibility analysis

No significant issues were raised by
public comment related specifically to
small business impacts. NEMA’s
comment raised concerns about the
compliance burden related to catalog
disclosures and reporting requirements.
As discussed in detail in Section II of
this Notice, the Commission has
changed aspects of the amendments to
address these concerns.

C. Estimate of the number of small
entities to which the amendments will
apply

Under the Small Business Size
Standards issued by the Small Business
Administration, lighting fixture
manufacturers qualify as small
businesses if they have fewer than 500
employees. As discussed in more detail
in Section III of this Notice, the
Commission estimates that only a small
fraction of lamp fixture manufacturers
(approximately 20 entities) produce
metal halide lamp fixtures and ballasts.
Even if most of these entities were small
businesses, the number would not be
substantial.

The Commission also estimates that
200 catalog retailers (including website
sellers) would have to comply with the

new reporting requirements, most or all
of which are probably small businesses.
As with catalog sellers of fluorescent
lamp ballasts under the current rule,
catalog sellers of metal halide fixtures
and ballasts would have to insert the
circle “E” in each description of metal
halide lamp fixtures they offer for sale.
We expect that the burden associated
with such disclosures will be de
minimis.

D. Projected reporting, recordkeeping,
and other compliance requirements

The Commission recognizes that the
final labeling rule will involve some
increased costs for affected parties. Most
of these costs will be in the form of
redrafting information placed on
packages and products and placing the
required disclosure in paper and web-
based catalogs. Specifically, the
amendments require that labels for
metal halide lamp fixtures and ballasts,
and point-of-sale promotional material
for fixtures, disclose a circle “E.” As
manufacturers already include
information on packages and ballasts in
the ordinary course of business, the
Rule will require manufacturers to
reformat their labels only one time to
include the circle “E” symbol. The
requirement that catalog sellers include
the circle “E” in their product
descriptions will involve the same, one-
time change to all of the metal halide
lamp fixture descriptions in the seller’s
catalog. Similarly, the Rule contains
standard reporting requirements for
manufacturers to submit data that, in all
likelihood, they already generate and
disseminate during the normal course of
business in catalogs and other
disclosures.

The Commission does not expect that
there will be any significant legal,
professional, or training costs or skills
needed to comply with the Rule. The
Commission does not expect that the
labeling requirements will impose
significant incremental costs for
websites or other advertising. Thus, the
Commission anticipates that, in total,
the burdens imposed by the amendment
should not be significant for any
particular entity.

E. Alternatives considered

The amendments closely track the
prescriptive requirements of the statute,
and thus leave little room for significant
alternatives to decrease the burden on
regulated entities. Although the
Commission has no discretion on the
timing of the labeling requirements for
the products and product packages, the
statutory deadline does not apply to
catalog disclosures or reporting
requirements. Accordingly, in response
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to comments, the Commission has (2) Metal halide lamp means a high Deadline for
extended the time given to intensity discharge lamp in which the Product category data sub-
manufacturers to comply with the major portion of the light is produced by mission
catalog disclosure requirements and has radiation of metal halides and their - tl Mar. 1
changed the annual reporting date as products of dissociation, possibly in uorescent flamps [Sztierl.yed]
explained in Section II of this Notice. In  combination with metallic vapors. Medium BaseCompactFluo Mar. 1
addition, the Commission routinely * * * * * rescent Lamps.
allows manufacturers'to submit required m 5. Section 305.8 is amended as e [Stayed]
data through electronic means. follows: Incandescent Lamps, incl. Re- | Mar. 1
VL. Final Rule Language m a. In paragraph (a)(1), add the phrase flector Lamps. (Stayed]

“metal halide lamp fixtures,” after the =~ e Y

List of Subjects in 16 CFR Part 305

Adpvertising, Energy conservation,
Household appliances, Labeling,
Reporting and recordkeeping
requirements.

m For the reasons set out above, the
Commission is issuing the following
amendments to 16 CFR Part 305:

PART 305—RULE CONCERNING
DISCLOSURES REGARDING ENERGY
CONSUMPTION AND WATER USE OF
CERTAIN HOME APPLIANCES AND
OTHER PRODUCTS REQUIRED
UNDER THE ENERGY POLICY AND
CONSERVATION ACT (“APPLIANCE
LABELING RULE”)

m 1. The authority citation for Part 305
continues to read as follows:

Authority: 42 U.S.C. 6294.

§305.2 [Amended]

m 2. In paragraph (k)(2) of section 305.2,
add the phrase ‘“metal halide lamp
fixtures,” after the phrase ““fluorescent
lamp ballasts,”.

m 3.In § 305.2, revise paragraph (1)(21),
and add paragraph (1)(22) to read as
follows:

§305.2 Definitions.

(1) * * *

(21) Metal halide lamp fixtures.

(22) Any other type of consumer
product that the Department of Energy
classifies as a covered product under
section 322(b) of the Act (42 U.S.C.
6292).

* * * * *

m 4. In section 305.3, add paragraph (s)
to read as follows:

§305.3 Description of covered products.

(s) Metal halide lamp fixture means a
light fixture for general lighting
application that is designed to be
operated with a metal halide lamp and
a ballast for a metal halide lamp and
that is subject to and complies with
Department of Energy efficiency
standards issued pursuant to 42 U.S.C.
6295.

(1) Metal halide ballast means a
ballast used to start and operate metal
halide lamps.

phrase “fluorescent lamp ballasts,”.
m b. Add paragraph (a)(5).

m c. Revise paragraph (b)(1) to read as
follows:

§305.8 Submission of data.

(El] *  x %

(5) Each manufacturer of a metal
halide lamp fixture shall submit
annually to the Commission a report for
each basic model of metal halide lamp
fixture in current production. The report
shall contain the following information:

(i) Name and address of manufacturer;

(ii) All trade names under which the
metal halide lamp fixture is marketed;

(iii) Model number;

(iv) Starting serial number, date code
or other means of identifying the date of
manufacture (date of manufacture
information must be included with only
the first submission for each basic
model);

(v) Type of ballast (e.g., pulse, probe,
or electronic);

(vi) Nominal input voltage and
frequency;

(vii) Ballast efficiency (as determined
pursuant to 42 U.S.C. 6293(b)(18)); and

(viii) Lamp type and wattage (or range
of wattages) with which the metal
halide lamp fixture is designed to be
used.

(b)(1) All data required by § 305.8(a)
except serial numbers shall be
submitted to theCommission annually,
on or before the following dates:

Deadline for
Product category data sub-
mission
Refrigerators ................ Aug. 1
Refrigerators-freezers .. Aug. 1
Freezers ......cccovviiieeninns Aug. 1
Central air conditioners ... July 1
Heat pumps ......ccccoeenenes July 1
Dishwashers ............. June 1
Water heaters ................. May 1
Room air conditioners ..... May 1
Furnaces ........ccccvieeiins May 1
Pool heaters ............. May 1
Clothes washers ..........ccccoeeene Oct. 1
Fluorescent lamp ballasts ........ Mar. 1
Showerheads 1
Faucets ......cccceeeee 1
Water closets 1
Urinals ..o 1
Metal halide lamp fixtures ....... Sept. 1

§305.10 [Amended]

m 6. In paragraph (a) of section 305.10,
add the phrase “metal halide lamp
fixtures,” after the phrase “fluorescent
lamp ballasts,”.

m 7. In section 305.15, add paragraph (c)
to read as follows:

§305.15 Labeling for lighting products.

* * * * *

(c) Metal halide lamp fixtures and
metal halide ballasts —(1) Contents.
Metal halide ballasts contained in a
metal halide lamp fixture covered by
this Part shall be marked conspicuously,
in color-contrasting ink, with a capital
letter “E”” printed within a circle.
Packaging for metal halide lamp fixtures
covered by this Part shall also be
marked conspicuously with a capital
letter “E” printed within a circle. For
purposes of this section, the encircled
capital letter “E” will be deemed
“conspicuous,” in terms of size, if it is
as large as either the manufacturer’s
name or another logo, such as the “UL,”
“CBM” or “ETL” logos, whichever is
larger, that appears on the metal halide
ballast, or the packaging for the metal
halide lamp fixture, whichever is
applicable for purposes of labeling.

(2) Product Labeling. The encircled
capital letter “E” on metal halide
ballasts must appear conspicuously, in
color-contrasting ink (i.e., in a color that
contrasts with the background on which
the encircled capital letter “E” is
placed) on the surface that is normally
labeled. It may be printed on the label
that normally appears on the metal
halide ballast, printed on a separate
label, or stamped indelibly on the
surface of the metal halide ballast.

(3) Package Labeling. For purposes of
labeling under this section, packaging
for metal halide lamp fixtures consists
of the plastic sheeting, or “shrink-
wrap,” covering pallet loads of metal
halide lamp fixtures as well as any
containers in which such metal halide
lamp fixtures are marketed individually
or in small numbers. The encircled
capital letter “E”” on packages
containing metal halide lamp fixtures
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must appear conspicuously, in color-
contrasting ink, on the surface of the
package on which printing or a label
normally appears. If the package
contains printing on more than one
surface, the label must appear on the
surface on which the product inside the
package is described. The encircled
capital letter “E” may be printed on the
surface of the package, printed on a
label containing other information,
printed on a separate label, or indelibly
stamped on the surface of the package.
In the case of pallet loads containing
metal halide lamp fixtures, the encircled
capital letter “E” must appear
conspicuously, in color-contrasting ink,
on the plastic sheeting, unless clear
plastic sheeting is used and the
encircled capital letter “E” is legible
underneath this packaging.

m 8. In paragraph (a)(1) of section
305.19, add the phrase “metal halide
lamp fixtures,” after the phrase
“fluorescent lamp ballasts,” and revise
paragraph (a)(2) to read as follows:

§305.19 Promotional material displayed or
distributed at point of sale.

(a) * * *

(2) Any manufacturer, distributor,
retailer or private labeler who prepares
printed material for display or
distribution at point of sale concerning
a covered product that is a fluorescent
lamp ballast or metal halide lamp
fixture to which standards are
applicable under section 325 of the Act,
shall disclose conspicuously in such
printed material, in each description of
such product, an encircled capital letter
“E”.

* * * * *

m 9. In paragraph (a) of section 305.20,
add the phrase “metal halide lamp
fixtures,” after the phrase “fluorescent
lamp ballasts,” and add paragraph (e) to
read as follows:

§305.20 Paper catalogs and websites.

* * * * *

(e) Any manufacturer, distributor,
retailer, or private labeler who
advertises metal halide lamp fixtures
manufactured on or after January 1,
2009 in a catalog prepared after July 1,
2009, from which they may be
purchased by cash, charge account or
credit terms, shall disclose
conspicuously in such catalog, in each
description of such metal halide lamp
fixture, a capital letter “E” printed
within a circle.

* * * * *

By direction of the Commission.

Richard C. Donohue,

Acting Secretary.

[FR Doc. E8-15243 Filed 7—8-08: 8:45 am]
BILLING CODE 6750-01-S

COMMODITY FUTURES TRADING
COMMISSION

17 CFR Part 30

Limited Marketing Activities From a
United States Location by Certain
Firms and Their Employees or Other
Representatives Exempted Under
Commodity Futures Trading
Commission Regulation 30.10

AGENCY: Commodity Futures Trading
Commission.

ACTION: Order.

SUMMARY: The Commodity Futures
Trading Commission (“Commission”) is
confirming that designated members of
the Taiwan Futures Exchange
(“TAIFEX”) may engage in limited
marketing conduct with respect to
foreign futures or options contracts
within the U.S. through their employees
or representatives consistent with prior
Commission orders. This order is issued
pursuant to Commission Regulation
30.10, which permits persons to file a
petition with the Commission for
exemption from the application of
certain of the Regulations set forth in
Part 30 and authorizes the Commission
to grant such an exemption if such
action would not be otherwise contrary
to the public interest or to the purposes
of the provision from which exemption
is sought.

DATES: Effective Date: July 9, 2008.

FOR FURTHER INFORMATION CONTACT:
Andrew Chapin, Special Counsel,
Division of Clearing and Intermediary
Oversight, at (202) 418-5430
Commodity Futures Trading
Commission, Three Lafayette Centre,
1155 21st Street, NW., Washington, DC
20581. Electronic mail:
achapin@cftc.gov.

SUPPLEMENTARY INFORMATION: The
Commission has issued the following
Order:

Order Issued Pursuant to Regulation
30.10 Confirming That Designated
Members of TAIFEX May Engage in
Limited Marketing Conduct With
Respect to Foreign Futures and Options
Contracts Within the United States
Through Their Employees or Other
Representatives.

Commission regulations governing the
offer and sale of commodity futures and

option contracts traded on or subject to
the regulations of a foreign board of
trade to customers located in the U.S.
are contained in Part 30 of the
Commission’s regulations.? These
regulations include requirements for
intermediaries with respect to
registration, disclosure, capital
adequacy, protection of customer funds,
recordkeeping and reporting, and sales
practice and compliance procedures
that are generally comparable to those
applicable to transactions on U.S.
markets.

In formulating a regulatory program to
govern the offer and sale of foreign
futures and option products to
customers located in the U.S., the
Commission, among other things,
considered the desirability of
ameliorating the potential
extraterritorial impact of such a program
and avoiding duplicative regulation of
firms engaged in international business.
Based upon these considerations, the
Commission determined to permit
persons located outside the U.S. and
subject to a comparable regulatory
structure in the jurisdiction in which
they were located to seek an exemption
from certain of the requirements under
Part 30 of the Commission’s regulations
based upon substituted compliance with
the regulatory requirements of the
foreign jurisdiction (‘“Regulation 30.10
relief”).

On October 28, 1992, the Commission
issued an order to permit firms that
have obtained confirmation of
Regulation 30.10 relief to engage in
limited marketing conduct with respect
to foreign futures or options contracts
within the U.S. through their employees
or representatives without prior
notification to the Commission.2 The
Commission stated that

the success of the [Regulation] 30.10
program as well as the existence of working
relationships established under that program
with foreign regulatory and self-regulatory
authorities provide assurances that the
conduct of [Regulation] 30.10 exempted firms
through their employees or other
representatives located in the United States,
if of a limited duration and subject to proper
supervisory controls, will not be inconsistent
with the Commission’s obligations under the
[Commodity Exchange Act] to ensure
appropriate customer protection.

1 Commission regulations referred to herein are
found at 17 CFR Ch. I (2007). Appendix A to Part
30, “Interpretative Statement With Respect to the
Commission’s Exemptive Authority Under § 30.10
of Its Rules” generally sets forth the elements the
Commission will evaluate in determining whether
a particular regulatory program may be found to be
comparable for purposes of exemptive relief
pursuant to Regulation 30.10. 52 FR 28990, 29001
(Aug. 5, 1987).

257 FR 49644 (Nov. 3, 1992).
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To provide the appropriate level of
customer protection, the relief was
limited to conduct directed towards
certain institutions and governmental
entities as described in Regulation 4.7.3
In addition, the Commission stated that
any person who established a fixed
location in the U.S. for the solicitation
or acceptance of business, or whose
marketing activities involved long or
repeated periods within the U.S. that
can be characterized as a de facto fixed
presence, would be disqualified from
Regulation 30.10 relief and would be
required to register with the
Commission. On August 4, 1994, the
Commission issued an order expanding
the category of persons to whom
designated firms may direct limited
marketing conduct to include all
“accredited investors,” as that term is
defined in section 230.501(a) of
Securities and Exchange Commission
Regulation D issued pursuant to the
Securities Act of 1933.4 The orders
issued by the Commission in 1992 and
1994 are collectively known as the
Limited Marketing Orders.

Pursuant to the terms set forth
therein, a foreign regulatory or self-
regulatory organization must obtain a
written confirmation from the
Commission that the Limited Marketing
Orders apply to firms in its jurisdiction
with confirmed Regulation 30.10 relief.
On March 23, 2007, the Commission
issued an order granting relief under
Regulation 30.10 authorizing designated
members of TAIFEX to solicit and
accept orders from customers located in
the U.S. for otherwise permitted
transactions on TAIFEX.5 By letter
dated April 16, 2008, counsel for
TAIFEX petitioned the Commission to
confirm that designated TAIFEX
members may engage in limited
marketing conduct with respect to
foreign futures or options contracts
within the U.S. through their employees
or other representatives, as set forth in
the Limited Marketing Orders.

As previously stated, the Commission
believes that certain contacts between
firms with confirmed Regulation 30.10
relief and certain sophisticated
customers located in the U.S., who have

3The order limited the relief to marketing
conduct directed towards persons whose
description in terms of sophistication and assets
was derived generally from the definition of
“qualified eligible participant” (“QEP”), as defined
in Regulation 4.7(a)(1)(ii). In 2000, the Commission
streamlined Regulation 4.7 by combining into a
single definition those persons formerly defined as
QEPs and “qualified eligible clients” (“QECs”). As
a result of the revision, both QEPs and QECs are
termed “qualified eligible persons.” 65 FR 47848,
47849-50 (Aug. 4, 2000).

459 FR 42156 (Aug. 17, 1994).

572 FR 14413 (Mar. 28, 2007) (“TAIFEX Order”).

a high degree of sophistication and
financial resources, would not be
contrary to the public interest.
Accordingly, the Commission has
determined to issue this order
permitting designated TAIFEX members
to engage in limited marketing conduct
with respect to foreign futures or option
contracts within the U.S. through their
employees or other representatives, as
set forth in the Limited Marketing
Orders.

Prior to engaging in any marketing
activity in the U.S., a TAIFEX member
must obtain confirmation of Regulation
30.10 relief from the National Futures
Association (“NFA”’).6 Any TAIFEX
member operating pursuant to this order
will remain subject to all of the terms
and conditions set forth in the Limited
Marketing Orders and the TAIFEX
Order. In particular, the Commission
notes that every order granting
Regulation 30.10 relief has required a
firm seeking relief under such an order
to consent to jurisdiction in the U.S.
under the Commodity Exchange Act and
file with NFA a valid and binding
appointment of an agent in the U.S. for
service of process.

Dated: July 3, 2008.

By the Commission
David Stawick,

Secretary of the Commission.
[FR Doc. E8-15606 Filed 7-8-08; 8:45 am]
BILLING CODE 6351-01-P

DEPARTMENT OF THE TREASURY

Internal Revenue Service

26 CFR Parts 1 and 602
[TD 9412]
RIN 1545-BF06

Election To Expense Certain Refineries

AGENCY: Internal Revenue Service (IRS),
Treasury.

ACTION: Temporary regulations.

SUMMARY: This document contains
temporary regulations relating to the
election to expense qualified refinery
property under section 179C of the
Internal Revenue Code, and affects
taxpayers who own refineries located in
the United States. These temporary

6 The Commission has delegated to NFA certain
responsibilities, including the responsibility to
receive requests for confirmation of Regulation
30.10 relief on behalf of particular firms, to verify
such firms’ fitness and compliance with the
conditions of the appropriate Regulation 30.10
Order and to grant exemptive relief from
registration to qualifying firms. 62 FR 47792, 47793
(Sept. 11, 1997).

regulations reflect changes to the law
made by the Energy Policy Act of 2005.
The text of these temporary regulations
also serves as the text of the proposed
regulations set forth in the notice of
proposed rulemaking on this subject in
the Proposed Rules section in this issue
of the Federal Register.

DATES: Effective Date: These regulations

are effective on July 9, 2008.
Applicability Date: For dates of

applicability, see § 1.179C-1T(g).

FOR FURTHER INFORMATION CONTACT:

Philip Tiegerman (202) 622-3110 (not a

toll-free number).

SUPPLEMENTARY INFORMATION:

Paperwork Reduction Act

These temporary regulations are being
issued without prior notice and public
procedure pursuant to the
Administrative Procedure Act (5 U.S.C.
553). For this reason, the collection of
information contained in these
regulations has been reviewed and,
pending receipt and evaluation of
public comments, approved by the
Office of Management and Budget under
control number (1545-2103). Responses
to this collection of information are
mandatory.

An agency may not conduct or
sponsor, and a person is not required to
respond to, a collection of information
unless the collection of information
displays a valid OMB control number.

For further information concerning
this collection of information, and
where to submit comments on the
collection of information and the
accuracy of the estimated burden, and
suggestions for reducing this burden,
please refer to the preamble to the cross-
referencing notice of proposed
rulemaking published in the Proposed
Rules section in this issue of the Federal
Register.

Books or records relating to a
collection of information must be
retained as long as their contents may
become material in the administration
of any internal revenue law. Generally,
tax returns and tax return information
are confidential, as required by 26
U.S.C. 6103.

Background

This document contains proposed
amendments to 26 CFR part 1 to provide
regulations under section 179C of the
Internal Revenue Code (Code). Section
179C was added to the Code by section
1323(a) of the Energy Policy Act of
2005, Public Law 109-58 (119 Stat. 594)
to encourage the construction of new
refineries and the expansion of existing
refineries to enhance the nation’s
refinery capacity.
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Section 179C(a) allows a taxpayer to
elect to deduct 50 percent of the cost of
any qualified refinery property. The
remaining 50 percent of the taxpayer’s
qualifying expenditures are generally
recovered under section 168 and section
179B, if applicable. The provisions of
section 179C apply to qualified refinery
property placed in service by a taxpayer
after August 8, 2005, and before January
1, 2012. All costs properly capitalized
into qualified refinery property are
includable in the cost of the qualified
refinery property.

Explanation of Provisions
Scope

The temporary regulations restate the
provisions of section 179C and provide
guidance on certain issues related to
electing and determining the deduction
allowable under section 179C(a).
Specifically, the temporary regulations
provide guidance on making elections
under section 179C(a) and (g), and the
associated reporting requirements
contained in section 179C(h). Further,
the temporary regulations provide
guidance on determining and
substantiating the production capacity
requirement, as well as guidance
addressing the availability of the
deduction in certain sale-leaseback
transactions. The temporary regulations
generally interpret the statute in a
manner consistent with existing
statutory and regulatory principles and
recognize that taxpayers have had to
address section 179C issues for prior tax
years in the absence of regulations.
While these temporary regulations
generally apply to taxable years ending
on or after July 9, 2008 and terminate
three years after the date they are
published in the Federal Register, the
temporary regulations may be applied
by taxpayers to taxable years ending
prior to July 9, 2008. These temporary
regulations also provide procedures for
claiming the section 179C(a) deduction
for taxable years ending prior to July 9,
2008.

Property Eligible for the Section 179C
Deduction

Under section 179C(c), property must
meet several requirements to be
considered qualified refinery property
eligible for the section 179C(a)
deduction. These requirements include
the following: (1) The property must be
part of a qualified refinery; (2) the
original use of the property must
commence with the taxpayer; (3) the
property must be placed in service
within a specified time period; (4) the
property must meet certain production
capacity requirements; (5) the property

must meet all applicable environmental
laws; and (6) the property must meet
certain construction and written binding
contract requirements.

Description of Qualified Refinery

Section 179C(d) provides that a
qualified refinery is a refinery located in
the United States, whose primary
purpose is to process liquid fuel from
crude oil or qualified fuels. Section
179C(f) provides that refinery property
is ineligible for the section 179C(a)
deduction if the primary purpose of the
refinery is for use as a topping plant,
asphalt plant, lube oil facility, crude or
product terminal, or blending facility; or
if the refinery property is built solely to
comply with consent decrees or projects
mandated by Federal, state, or local
governments.

Original Use Requirement

Pursuant to the requirements under
section 179C(c)(1)(A), the temporary
regulations provide that the original use
of qualified refinery property must
commence with the taxpayer. The
temporary regulations define original
use as the first use to which the
property is put, whether or not that use
corresponds to the use of the property
by the taxpayer, and provide certain
exceptions for taxpayers that engage in
certain sale-leaseback transactions.

The temporary regulations provide
that if a taxpayer incurs capital
expenditures to recondition or rebuild
property acquired or owned by the
taxpayer, those capital expenditures
will meet the original use requirement,
and may qualify for deduction under
section 179C(a). Consistent with the
statute, the temporary regulations clarify
that reconditioned or rebuilt property
acquired by a taxpayer does not satisfy
the original use requirement and is not
qualified refinery property. The
question of whether property is
reconditioned or rebuilt property is a
question of fact.

Consistent with section 179C(c)(2),
the temporary regulations also provide
an exception to the original use
requirement for certain sale-leaseback
transactions. If property is originally
placed in service by a person after
August 8, 2005, and is sold to a
taxpayer, and leased back to the person
by the taxpayer within three months
after the date the property was
originally placed in service by the
person, the original use of that property
is considered to have commenced with
the taxpayer-lessor.

Placed in Service Requirements

Section 179C(c)(1)(B) provides that
qualified refinery property is property

that is placed in service by the taxpayer
after August 8, 2005, and before January
1, 2012.

Consistent with section 179C(c)(2),
the temporary regulations provide that,
for certain sale-leaseback transactions, if
property is originally placed in service
by a person after August 8, 2005, and is
sold to a taxpayer and leased back to the
person by the taxpayer within three
months after the date the property was
originally placed in service by the
person, the new property is treated as
originally placed in service by the
taxpayer-lessor not earlier than the date
on which the property is used by the
lessee under the sale-leaseback.

Production Capacity Requirements

The production capacity requirement
of section 179C(c)(1)(C) and (e) is met if
any portion of qualified refinery
property: (1) Enables an existing
qualified refinery to increase its total
volume output, determined without
regard to asphalt or lube oil, by 5
percent or more on an average daily
basis; or (2) enables the existing
qualified refinery to increase the
percentage of total throughput
attributable to processing qualified fuels
to a rate that is at least 25 percent of
total throughput on an average daily
basis. Any reasonable method may be
used to determine the appropriate
baseline for measuring capacity
increases and to demonstrate and
substantiate that the capacity of the
existing qualified refinery has been
sufficiently increased. For example, the
average annual output over a number of
normal production years may provide a
reasonable baseline for measuring an
increase in capacity. The temporary
regulations confirm that the existing
qualified refinery is the refinery prior to
the installation of qualified refinery
property. The temporary regulations
also confirm that the question of
whether the qualified refinery property
has sufficiently enabled output or
throughput increases is properly
evaluated as of the placed-in-service
date of the qualified refinery property.

Any Applicable Environmental Laws
Requirement

Section 179C(c)(1)(D) provides that
qualified refinery property must meet
all applicable Federal, state, and local
environmental laws. However, the
environmental compliance requirement
applies only with respect to the laws in
effect on the date that qualified refinery
property is placed in service after
August 8, 2005, and before January 1,
2012. Furthermore, a refinery’s failure to
meet applicable environmental laws
with respect to a portion of the refinery
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that was in service prior to August 8,
2005 will not disqualify the taxpayer
from making the election under section
179C(a) with respect to the otherwise
qualifying refinery property.

Section 179C(c)(1)(D) and (c)(3)
provides that the property must comply
with the Clean Air Act, notwithstanding
any waiver received by the taxpayer
under that Act.

Consistent with section 179C(f)(2), the
temporary regulations provide that the
section 179C(a) election is not available
for identifiable refinery property built
solely to comply with state, locally or
Federally mandated projects or consent
decrees. For example, a taxpayer may
not elect to expense the cost of a
scrubber necessary for the refinery to
comply with the Clean Air Act, even if
the scrubber is installed as part of a
larger project, if the scrubber itself does
not otherwise enable an increase in
production capacity.

Construction and Written Binding
Contract Requirements

Under section 179C(c)(1), qualified
refinery property will include otherwise
qualified property that is placed in
service by the taxpayer after August 8,
2005, and before January 1, 2012, but
only if no written binding contract for
the construction of the property was in
effect on or before June 14, 2005.
Pursuant to section 179C(c)(1)(F), a
taxpayer must take some action
constituting a construction commitment
before January 1, 2008. To meet this test,
any of the following three acts is
sufficient: (1) Entering into a written
binding construction contract before
January 1, 2008; (2) placing the property
in service before January 1, 2008; or (3)
in the case of self-constructed property,
starting self-construction after June 14,
2005, and before January 1, 2008.

Consistent with existing section
168(k) principles, in the case of self-
constructed property, the temporary
regulations provide that construction
begins when physical work (not
including preliminary activities such as
planning or designing, securing
financing, exploring, or researching) of
a significant nature begins. The
determination of when work of a
significant nature begins depends on the
facts and circumstances. Cf. Treas. Regs.
§1.168(k)-1(b)(4)(iii)(B). Recognizing
that taxpayers have had to make some
determinations as to whether self-
constructed property could qualify for
the section 179C deduction in the
absence of regulations, the temporary
regulations provide that physical work
of a significant nature will be deemed to
have begun before January 1, 2008 for
purposes of section 179C if the taxpayer

performed some physical work before
January 1, 2008 (such as clearing a site
or excavation) and has performed
physical work of a significant nature (as
defined in Treas. Regs. § 1.168(k)—
1(b)(4)(iii)(B)) before October 7, 2008.

Elections

Section 179C provides two elections.
The first election is provided under
section 179C(a), which allows a
taxpayer to elect to deduct an amount
equal to 50 percent of the costs paid or
incurred by the taxpayer for qualified
refinery property in the year the
property is placed in service. The
election generally must be made by the
due date (including extensions) for
filing the taxpayer’s Federal income tax
return for the taxable year in which the
qualified refinery property is placed in
service by the taxpayer. The taxpayer
must make the election by entering the
deduction claimed at the appropriate
place on the taxpayer’s Federal income
tax return.

A taxpayer that did not claim the
section 179C(a) deduction on a Federal
income tax return filed for a taxable year
ending prior to July 9, 2008 but wishes
to claim the deduction for that taxable
year may do so by properly making a
section 179C(a) election under these
proposed regulations on an amended
return filed by December 31, 2008.

In general, once an election is made
under section 179C(a), it may not be
revoked except with the written consent
of the Commissioner. However, these
temporary regulations provide that a
taxpayer is deemed to have requested
and been granted consent to revoke an
election under section 179C(a) if the
taxpayer revokes the election before the
revocation deadline. The revocation
deadline is the later of December 31,
2008, or 24 months after the due date
(including extensions) of the taxpayer’s
Federal income tax return for the
taxable year for which the election
applies. The taxpayer revokes the
election by attaching a statement to an
amended return for the taxable year for
which the election applies. A taxpayer
is not permitted to revoke an election
under section 179C(a) after the
revocation deadline. The revocation
deadline may not be extended under
§301.9100-1.

The second election is provided in
section 179C(g), which allows a
taxpayer that is a subchapter T
cooperative (cooperative taxpayer) and
that has a subchapter T cooperative as
one or more of its owners (cooperative
owner(s)) to elect to allocate all or a
portion of the deduction allowable
under section 179C(a) for the taxable
year to the cooperative owner(s). If a

cooperative taxpayer makes an election
under section 179C(g), the temporary
regulations provide that this allocation
is equal to the cooperative owner’s
ratable share of the total amount
allocated, determined on the basis of the
cooperative owner’s ownership interest
in the cooperative taxpayer at the
beginning of the cooperative taxpayer’s
taxable year. Under the temporary
regulations, the section 179C(g) election
must be made by the due date
(including extensions) for filing the
cooperative taxpayer’s original Federal
income tax return for the taxable year
for which the section 179C(a) election is
made by the cooperative taxpayer.
Under the temporary regulations, a
cooperative taxpayer is required to make
the election under section 179C(g) by
attaching a statement to the cooperative
taxpayer’s Federal income tax return
providing the name and taxpayer
identification number of the cooperative
taxpayer, the amount of the deduction
allowable to the cooperative taxpayer,
the name and taxpayer identification
number of each cooperative owner, and
the amount of the deduction allocated to
each of the cooperative owner(s).
Consistent with section 179C(g)(3), the
temporary regulations also require the
cooperative taxpayer to notify any
cooperative owner in writing, and on
Form 1099-PATR, “Taxable
Distributions Received from
Cooperatives,” of the amount of the
section 179C(a) deduction that is
apportioned to that cooperative owner.
The written notice must be provided to
the cooperative owner(s) before the due
date (including extensions) of the
cooperative taxpayer’s original Federal
income tax return.

Consistent with section 179C(g)(2),
once made, an election under section
179C(g) may not be revoked.
Consequently, a taxpayer that has made
an irrevocable section 179C(g) election
may not elect to revoke its section
179C(a) election.

Reporting Requirements

Section 179C(h) provides that any
taxpayer making a section 179C(a)
election must submit a statement in
order to claim the section 179C(a)
deduction. The temporary regulations
provide that in order to claim the
section 179C(a) deduction on a tax
return filed after July 23, 2008, the
taxpayer must attach the statement to
the taxpayer’s Federal income tax return
for the taxable year in which the
qualified refinery property is placed in
service by the taxpayer. The taxpayer
must identify the name and location of
the qualified refinery property and
provide an affirmation that the
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taxpayer’s refinery property meets the
production capacity requirements of
section 179C(e). The taxpayer also must
provide the total cost basis of the
qualified refinery property and the
depreciation treatment of the capitalized
portion of the qualified refinery
property. If it has not already filed the
statement, a taxpayer that has claimed
the section 179C(a) deduction on a
Federal income tax return filed prior to
July 23, 2008, must attach a statement
to its next Federal income tax return for
each taxable year in which the taxpayer
claimed the deduction but did not file

a statement.

Effective/Applicability Date

These temporary regulations generally
apply to taxable years ending on or after
July 9, 2008, and terminate on July 1,
2011. However, the proposed
regulations may be relied upon by
taxpayers for taxable years ending prior
to July 9, 2008.

Special Analyses

It has been determined that this
Treasury decision is not a significant
regulatory action as defined in
Executive Order 12866. Therefore, a
regulatory assessment is not required. It
also has been determined that section
553(b) of the Administrative Procedure
Act (5 U.S.C. chapter 5) does not apply
to these regulations. For the
applicability of the Regulatory
Flexibility Act (5 U.S.C. chapter 6) refer
to the Special Analyses section of the
preamble to the cross-reference notice of
proposed rulemaking published in the
Proposed Rules section in this issue of
the Federal Register. Pursuant to
section 7805(f) of the Code, these
regulations have been submitted to the
Chief Counsel for Advocacy of Small
Business Administration for comment
on their impact on small business.

Drafting Information

The principal author of these
regulations is Philip Tiegerman, Office
of Associate Chief Counsel
(Passthroughs and Special Industries).
However, other personnel from the IRS
and Treasury Department participated
in their development.

List of Subjects
26 CFR Part 1

Income taxes, Reporting and
recordkeeping requirements.

26 CFR Part 602

Reporting and recordkeeping
requirements.

Amendments to the Regulations

m Accordingly, 26 CFR parts 1 and 602
are amended as follows:

PART 1—INCOME TAXES

m Paragraph 1. The authority for part 1
continues to read in part as follows:

Authority: 26 U.S.C. 7805 * * *

m Par. 2. Section 1.179C-1T is added to
read as follows:

§1.179C-1T Election to expense certain
refineries (temporary).

(a) Scope and definitions—(1) Scope.
This section provides the rules for
determining the deduction allowable
under section 179C(a) for the cost of any
qualified refinery property. The
provisions of this section apply only to
a taxpayer that elects to apply section
179C in the manner prescribed under
paragraph (d) of this section.

(2) Definitions. For purposes of
section 179C and this section, the
following definitions apply:

(i) Applicable environmental laws are
any applicable Federal, state, or local
environmental laws.

(ii) Qualified fuels has the meaning
set forth in section 45K(c).

(iii) Cost is the unadjusted
depreciable basis (as defined in
§1.168(b)-1(a)(3), but without regard to
the reduction in basis for any portion of
the basis the taxpayer properly elects to
treat as an expense under section 179C
and this section) of the property.

(iv) Throughput is a volumetric rate
measuring the flow of crude oil or
qualified fuels processed over a given
period of time, typically referenced on
the basis of barrels per calendar day.

(v) Barrels per calendar day is the
amount of fuels that a facility can
process under usual operating
conditions, expressed in terms of
capacity during a 24-hour period and
reduced to account for down time and
other limitations.

(vi) United States has the same
meaning as that term is defined in
section 7701(a)(9).

(b) Qualified refinery property—(1) In
general. Qualified refinery property is
any property that meets the
requirements set forth in paragraphs
(b)(2) through (b)(7) of this section.

(2) Description of qualified refinery
property—(i) In general. Property that
comprises any portion of a qualified
refinery may be qualified refinery
property. For purposes of section 179C
and this section, a qualified refinery is
any refinery located in the United States
that is designed to serve the primary
purpose of processing crude oil or
qualified fuels.

(ii) Nonqualified refinery property.
Refinery property is not qualified
refinery property for purposes of this
paragraph (b)(2) if—

(A) The primary purpose of the
refinery property is for use as a topping
plant, asphalt plant, lube oil facility,
crude or product terminal, or blending
facility; or

(B) The refinery property is built
solely to comply with consent decrees
or projects mandated by Federal, state or
local governments.

(3) Original use—(i) In general. For
purposes of the deduction allowable
under section 179C(a), refinery property
will meet the requirements of this
paragraph (b)(3) if the original use of the
property commences with the taxpayer.
Except as provided in paragraph
(b)(3)(ii) of this section, original use
means the first use to which the
property is put, whether or not that use
corresponds to the use of the property
by the taxpayer. Thus, if a taxpayer
incurs capital expenditures to
recondition or rebuild property acquired
or owned by the taxpayer, only the
capital expenditures incurred by the
taxpayer to recondition or rebuild the
property acquired or owned by the
taxpayer satisfy the original use
requirement. However, the cost of
reconditioned or rebuilt property
acquired by a taxpayer does not satisfy
the original use requirement. Whether
property is reconditioned or rebuilt
property is a question of fact. For
purposes of this paragraph (b)(3)(i),
acquired or self-constructed property
that contains used parts will be treated
as reconditioned or rebuilt only if the
cost of the used parts is more than 20
percent of the total cost of the property.

(ii) Sale-leaseback. If any new portion
of a qualified refinery is originally
placed in service by a person after
August 8, 2005, and is sold to a taxpayer
and leased back to the person by the
taxpayer within three months after the
date the property was originally placed
in service by the person, the taxpayer-
lessor is considered the original user of
the property.

(4) Placed-in-service date—(i) In
general. Refinery property will meet the
requirements of this paragraph (b)(4) if
the property is placed in service by the
taxpayer after August 8, 2005, and
before January 1, 2012.

(ii) Sale-leaseback. If a new portion of
refinery property is originally placed in
service by a person after August 8, 2005,
and is sold to a taxpayer and leased
back to the person by the taxpayer
within three months after the date the
property was originally placed in
service by the person, the property is
treated as originally placed in service by
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the taxpayer-lessor not earlier than the
date on which the property is used by
the lessee under the leaseback.

(5) Production capacity—(i) In
general. Refinery property is considered
qualified refinery property if—

(A) It enables the existing qualified
refinery to increase the total volume
output, determined without regard to
asphalt or lube oil, by at least five
percent on an average daily basis; or

(B) It enables the existing qualified
refinery to increase the percentage of
total throughput attributable to
processing qualified fuels to a rate that
is at least 25 percent of total throughput
on an average daily basis.

(ii) When production capacity is
tested. The production capacity
requirement of this paragraph (b)(5) is
determined as of the date the property
is placed in service by the taxpayer. Any
reasonable method may be used to
determine the appropriate baseline for
measuring capacity increases and to
demonstrate and substantiate that the
capacity of the existing qualified
refinery has been sufficiently increased.

(iii) Multi-stage projects. In the case of
multi-stage projects, a taxpayer must
satisfy the reporting requirements of
paragraph (f)(2) of this section,
sufficient to establish that the
production capacity requirements of
this paragraph (b)(5) will be met as a
result of the taxpayer’s overall plan.

(6) Applicable environmental laws—
(i) In general. The environmental
compliance requirement applies only
with respect to refinery property, or any
portion of refinery property, that is
placed in service after August 8, 2005.
A refinery’s failure to meet applicable
environmental laws with respect to a
portion of the refinery that was in
service prior to August 8, 2005 will not
disqualify a taxpayer from making the
election under section 179C(a) with
respect to otherwise qualifying refinery
property.

(i1) Waiver under the Clean Air Act.
Refinery property must comply with the
Clean Air Act, notwithstanding any
waiver received by the taxpayer under
that Act.

(7) Construction of property—(i) In
general. Qualified property will meet
the requirements of this paragraph (b)(7)
if—

(A) The property is placed in service
by the taxpayer after August 8, 2005,
and before January 1, 2012; and

(B) No written binding contract for the
construction of the property was in
effect before June 14, 2005.

(ii) Definition of binding contract—(A)
In general. A contract is binding only if
it is enforceable under state law against
the taxpayer or a predecessor, and does

not limit damages to a specified amount
(for example, by use of a liquidated
damages provision). For this purpose, a
contractual provision that limits
damages to an amount equal to at least
5 percent of the total contract price will
not be treated as limiting damages to a
specified amount. In determining
whether a contract limits damages, the
fact that there may be little or no
damages because the contract price does
not significantly differ from fair market
value will not be taken into account.

(B) Conditions. A contract is binding
even if subject to a condition, as long as
the condition is not within the control
of either party or the predecessor of
either party. A contract will continue to
be binding if the parties make
insubstantial changes in its terms and
conditions, or if any term is to be
determined by a standard beyond the
control of either party. A contract that
imposes significant obligations on the
taxpayer or a predecessor will be treated
as binding, notwithstanding the fact that
insubstantial terms remain to be
negotiated by the parties to the contract.

(C) Options. An option to either
acquire or sell property is not a binding
contract.

(D) Supply agreements. A binding
contract does not include a supply or
similar agreement if the payment
amount and design specification of the
property to be purchased have not been
specified.

(E) Components. A binding contract to
acquire one or more components of a
larger property will not be treated as a
binding contract to acquire the larger
property. If a binding contract to acquire
a component does not satisfy the
requirements of this paragraph (b)(7),
the component is not qualified refinery
property.

(iii) Self-constructed property—(A) In
general. Except as provided in
paragraph (b)(7)(iii)(B) of this section, if
a taxpayer manufactures, constructs, or
produces property for use by the
taxpayer in its trade or business (or for
the production of income by the
taxpayer), the construction of property
rules in this paragraph (b)(7) are treated
as met for qualified refinery property if
the taxpayer began manufacturing,
constructing, or producing the property
after June 14, 2005, and before January
1, 2008. Property that is manufactured,
constructed or produced for the
taxpayer by another person under a
written binding contract (as defined in
paragraph (b)(7)(ii) of this section) that
is entered into prior to the manufacture,
construction, or production of the
property for use by the taxpayer in its
trade or business (or for the production
of income) is considered to be

manufactured, constructed, or produced
by the taxpayer.

(B) When construction begins. For
purposes of this paragraph (b)(7)(iii),
construction of property generally
begins when physical work of a
significant nature begins. Physical work
does not include preliminary activities
such as planning or designing, securing
financing, exploring, or researching. The
determination of when physical work of
a significant nature begins depends on
the facts and circumstances.
Nevertheless, physical work of a
significant nature will be deemed to
have begun for purposes of this
paragraph (b)(7)(iii)(B), and the
construction of the property will be
deemed to have met the requirements of
paragraph (b)(7)(iii)(A) of this section, if
the taxpayer performed some physical
work before January 1, 2008 (such as
clearing a site or excavation) and has
performed physical work of a significant
nature (as defined in Treas. Regs.
§1.168(k)—1(b)(4)(iii)(B)) before October
7, 2008.

(C) Components of self-constructed
property—(1) Acquired components. If a
binding contract (as defined in
paragraph (b)(7)(ii) of this section) to
acquire a component of self-constructed
property is in effect on or before June
14, 2005, the component does not
satisfy the requirements of paragraph
(b)(7)(1) of this section, and is not
qualified refinery property. However, if
construction of the self-constructed
property begins after June 14, 2005, the
self-constructed property may be
qualified refinery property if it meets all
other requirements of section 179C and
this section (including paragraph
(b)(7)(i) of this section), even though the
component is not qualified refinery
property. If the construction of self-
constructed property begins before June
14, 2005, neither the self-constructed
property nor any component related to
the self-constructed property is
qualified refinery property. If the
component was acquired before January
1, 2008, but the construction of the self-
constructed property begins after
December 31, 2007, the component may
qualify as qualified refinery property
even if the self-constructed property is
not qualified refinery property.

(2) Self-constructed components. If
the manufacture, construction, or
production of a component fails to meet
any of the requirements of paragraph
(b)(7)(iii) of this section, the component
is not qualified refinery property.
However, if the manufacture,
construction, or production of a
component fails to meet any of the
requirements provided in paragraph
(b)(7)(iii) of this section, but the
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construction of the self-constructed
property begins after June 14, 2005, the
self-constructed property may qualify as
qualified refinery property if it meets all
other requirements of section 179C and
this section (including paragraph
(b)(7)(i) of this section). If the
construction of the self-constructed
property begins before June 14, 2005,
neither the self-constructed property nor
any components related to the self-
constructed property are qualified
refinery property. If the component was
self-constructed before January 1, 2008,
but the construction of the self-
constructed property begins after
December 31, 2007, the component may
qualify as qualified refinery property,
although the self-constructed property is
not qualified refinery property.

(c) Computation of expense deduction
for qualified refinery property. In
general, the allowable deduction under
paragraph (d) of this section for
qualified refinery property is
determined by multiplying by 50
percent the cost of the qualified refinery
property paid or incurred by the
taxpayer.

(d) Election—(1) In general. A
taxpayer may make an election to
deduct as an expense 50 percent of the
cost of any qualified refinery property.
A taxpayer making this election takes
the 50 percent deduction for the taxable
year in which the qualified refinery
property is placed in service.

(2) Time and manner for making
election—(i) Time for making election.
An election specified in this paragraph
(d) generally must be made not later
than the due date (including extensions)
for filing the original Federal income tax
return for the taxable year in which the
qualified refinery property is placed in
service by the taxpayer. However, a
taxpayer that did not claim the section
179C(a) deduction on a Federal income
tax return filed for a taxable year ending
prior to July 9, 2008 but wishes to claim
the deduction for that taxable year may
do so by properly making a section
179C(a) election under this paragraph
(d) on an amended return filed by
December 31, 2008.

(ii) Manner of making election. The
taxpayer makes an election under
section 179C(a) and this paragraph (d)
by entering the amount of the deduction
at the appropriate place on the
taxpayer’s timely filed original Federal
income tax return for the taxable year in
which the qualified refinery property is
placed in service (or on the amended
return, as provided in paragraph (d)(2)(i)
of this section), and attaching a report
as specified in paragraph (f) of this
section to the taxpayer’s timely filed
original Federal income tax return for

the taxable year in which the qualified
refinery property is placed in service (or
on the amended return, as provided in
paragraph (d)(2)(i) of this section).

(3) Revocation of election—(i) In
general. An election made under section
179C(a) and this paragraph (d), and any
specification contained in such election,
may not be revoked except with the
consent of the Commissioner of Internal
Revenue.

(ii) Revocation prior to the revocation
deadline. A taxpayer is deemed to have
requested, and to have been granted,
consent of the Commissioner to revoke
an election under section 179C(a) and
this paragraph (d) if the taxpayer
revokes the election before the
revocation deadline. The revocation
deadline is the later of December 31,
2008, or 24 months after the due date
(including extensions) for filing the
taxpayer’s Federal income tax return for
the taxable year for which the election
applies. An election under section
179C(a) and this paragraph (d) is
revoked by attaching a statement to an
amended return for the taxable year for
which the election applies. The
statement must specify the name and
address of the refinery for which the
election applies and the amount
deducted on the taxpayer’s original
Federal income tax return for the
taxable year for which the election
applies.

(iii) Revocation after the revocation
deadline. An election under section
179C(a) and this paragraph (d) may not
be revoked after the revocation
deadline. The revocation deadline may
not be extended under § 301.9100-1.

(iv) Revocation by cooperative
taxpayer. A taxpayer that has made an
election to allocate the section 179C
deduction to cooperative owners under
section 179C(g) and paragraph (e) of this
section may not revoke its election
under section 179C(a).

(e) Election to allocate section 179C
deduction to cooperative owners—(1) In
general. If a cooperative taxpayer makes
an election under section 179C(g) and
this paragraph (e), the cooperative
taxpayer may elect to allocate all, some,
or none of the deduction allowable
under section 179C(a) for that taxable
year to the cooperative owner(s). This
allocation is equal to the cooperative
owner(s)’ ratable share of the total
amount allocated, determined on the
basis of each cooperative owner’s
ownership interest in the cooperative
taxpayer. For purposes of this section, a
cooperative taxpayer is an organization
to which part I of subchapter T applies,
and in which another organization to
which part I of subchapter T applies
(cooperative owner) directly holds an

ownership interest. No deduction shall
be allowed under section 1382 for any

amount allocated under this paragraph
(e).

(2) Time and manner for making
election—(i) Time for making election.
A cooperative taxpayer must make the
election under section 179(g) and this
paragraph (e) by the due date (including
extensions) for filing the cooperative
taxpayer’s original Federal income tax
return for the taxable year to which the
cooperative taxpayer’s election under
section 179C(a) and paragraph (d) of this
section applies.

(ii) Manner of making election. An
election under this paragraph (e) is
made by attaching to the cooperative
taxpayer’s timely filed Federal income
tax return for the taxable year (including
extensions) to which the cooperative
taxpayer’s election under section
179C(a) and paragraph (d) of this section
applies a statement providing the
following information:

(A) The name and taxpayer
identification number of the cooperative
taxpayer.

(B) The amount of the deduction
allowable to the cooperative taxpayer
for the taxable year to which the
election under section 179C(a) and
paragraph (d) of this section applies.

(C) The name and taxpayer
identification number of each
cooperative owner to which the
cooperative taxpayer is allocating all or
some of the deduction allowable.

(D) The amount of the allowable
deduction that is allocated to each
cooperative owner listed in paragraph
(e)(2)(i1)(C) of this section.

(3) Written notice to owners. If any
portion of the deduction allowable
under section 179C(a) is allocated to a
cooperative owner, the cooperative
taxpayer must notify the cooperative
owner of the amount of the deduction
allocated to the cooperative owner in a
written notice, and on Form 1099-
PATR, “Taxable Distributions Received
from Cooperatives.” This notice must be
provided on or before the due date
(including extensions) of the
cooperative taxpayer’s original Federal
income tax return for the taxable year
for which the cooperative taxpayer’s
election under section 179C(a) and
paragraph (d) of this section applies.

(4) Irrevocable election. A section
179C(g) election, once made, is
irrevocable.

(f) Reporting requirement—(1) In
general. A taxpayer may not claim a
deduction under section 179C(a) for any
taxable year unless the taxpayer files a
report with the Secretary containing
information with respect to the
operation of the taxpayer’s refineries.
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(2) Information to be included in the
report. The taxpayer must specify—

(i) The name and address of the
refinery;

(ii) Under which production capacity
requirement under section 179C(e) and
paragraph (b)(5)(i)(A) and (B) of this
section the taxpayer’s qualified refinery
qualifies;

(iii) Whether the refinery is qualified
refinery property under section 179C(d)
and paragraph (b)(2) of this section,
sufficient to establish that the primary
purpose of the refinery is to process
liquid fuel from crude oil or qualified
fuels.

(iv) The total cost basis of the
qualified refinery property at issue for
the taxpayer’s current taxable year; and

(v) The depreciation treatment of the
capitalized portion of the qualified
refinery property.

(3) Time and manner for submitting
report—(i) Time for submitting report.
The taxpayer is required to submit the
report specified in this paragraph (f) not
later than the due date (including
extensions) of the taxpayer’s Federal
income tax return for the taxable year in
which the qualified refinery property is
placed in service. A taxpayer that has
made a section 179C(a) election for a
prior taxable year by claiming the
section 179C(a) deduction on a Federal
income tax return filed prior to July 23,
2008, but has not already filed a report
for that year, must attach a report to its
next Federal income tax return for each
taxable year the taxpayer claimed the
deduction but did not file a report.

(ii) Manner of submitting report. The
taxpayer must attach the report
specified in this paragraph (f) to the
taxpayer’s timely filed original Federal
income tax return for the taxable year in
which the qualified refinery property is
placed in service.

(g) Effective/applicability date. This
section is applicable for taxable years
ending on or after July 9, 2008.

(h) Expiration date. The applicability
of this section expires on or before July
1, 2011.

PART 602—OMB CONTROL NUMBERS
UNDER THE PAPERWORK
REDUCTION ACT

m Par. 3. The authority citation for part
602 continues to read as follows:

Authority: 26 U.S.C. 7805 * * *

m Par. 4.In § 602.101, paragraph (b) is
amended by adding the following entry
in numerical order to the table to read
as follows:

§602.101 OMB Control numbers.

* * * * *

(b)* E

CFR part or section where Current OMB

identified and described Control No.
1.179C1T e, 1545-2103

Approved: July 3, 2008.
Linda E. Stiff,

Deputy Commissioner for Services and
Enforcement.

Eric Solomon,

Assistant Secretary of the Treasury (Tax
Policy).

[FR Doc. 08—1423 Filed 7-3-08; 3:33 pm]
BILLING CODE 4830-01-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 100
[Docket No. USCG-2008-0031]
RIN 1625-AA08

Regattas and Marine Parades; Great
Lake Annual Marine Events

AGENCY: Coast Guard, DHS.
ACTION: Final rule.

SUMMARY: The Coast Guard is amending
special local regulations for annual
regattas and marine parades in the
Captain of the Port Lake Michigan zone.
This rule will place restrictions on
vessel movement in portions of the
Calumet Sag Channel and the Little
Calumet River during the annual
Southland Regatta. The Southland
Regatta is a university rowing race that
will be held annually during the first
weekend of November. This rule is
intended to ensure safety of life on the
navigable waters immediately prior to,
during, and immediately after regattas
or marine parades.

DATES: This rule is effective August 8,
2008.

ADDRESSES: Comments and material
received from the public, as well as
documents indicated in this preamble as
being available in the docket, are part of
docket USCG—2008-0031 and are
available online at
http:www.regulations.gov. This material
is also available for inspection or
copying at two locations: the Docket
Management Facility (M—30), U.S.
Department of Transportation, West
Building Ground Floor, Room W12-140,

1200 New Jersey Avenue, SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays and the U.S.
Coast Guard Sector Lake Michigan, 2420
South Lincoln Memorial Drive,
Milwaukee, WI 53207, between 8 a.m.
and 3 p.m., Monday through Friday,
except Federal holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call
Lieutenant Commander Kimber Bannan,
Prevention Department, Coast Guard
Sector Lake Michigan, Milwaukee, WI,
414-747-7159. If you have questions on
viewing the docket, call Renee V.
Wright, Program Manager, Docket
Operations, telephone 202—493-0402.
SUPPLEMENTARY INFORMATION:

Regulatory Information

On February 6, 2008, we published a
notice of proposed rulemaking (NPRM)
entitled Regattas and Marine Parades;
Great Lake Annual Marine Events in the
Federal Register (73 FR 6859). We
received one letter commenting on the
proposed rule. No public meeting was
requested, and none was held.

Background and Purpose

This rule will add a subpart to 33 CFR
Part 100 that will place restrictions on
the portions of the Calumet Sag Channel
and the Little Calumet River during the
annual Southland Regatta. The
Southland Regatta is a university rowing
race that will be held annually during
the first weekend of November.

Discussion of Comments and Changes

One comment was received regarding
this rule. The comment endorsed the
rule stating that it would enable the
Southland Regatta contestants to focus
on the competition without the threat of
danger, collision, and injury from
vessels and recreational boaters on the
water before, during, and after the event.

Regulatory Evaluation

This rule is not a “significant
regulatory action” under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed this rule under
that Order.

The Coast Guard’s use of these special
local regulations will be periodic, of
short duration, and designed to
minimize the impact on navigable
waters. These special local regulations
will only be enforced immediately
before, during, and immediately after
the time the marine events occur.
Furthermore, these special local
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regulations have been designed to allow
vessels to transit unrestricted to
portions of the waterways not affected
by the special local regulations. The
Coast Guard expects insignificant
adverse impact to mariners from the
activation of these special local
regulations.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this rule would have a
significant economic impact on a
substantial number of small entities.
The term “small entities” comprises
small businesses, not-for-profit
organizations that are independently
owned and operated and are not
dominant in their fields, and
governmental jurisdictions with
populations of less than 50,000.

The Coast Guard certifies under 5
U.S.C. 605(b) that this rule would not
have a significant economic impact on
a substantial number of small entities.

This rule would affect the following
entities, some of which might be small
entities: The owners of operators of
vessels intending to transit or anchor in
the Calumet Sag Channel and the Little
Calumet River on the first weekend of
November.

This special local regulation will not
have a significant economic impact on
a substantial number of small entities
for the following reasons: The rule will
be in effect for short periods of time and
only once per year, is designed to allow
traffic to pass safely around the zone
whenever possible; and allows vessels
to pass through the zone with the
permission of the Captain of the Port.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104—121),
in the NPRM we offered to assist small
entities in understanding the rule so
that they could better evaluate its effects
on them and participate in the
rulemaking process.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1-
888—REG—FAIR (1-888-734—-3247). The
Coast Guard will not retaliate against
small entities that question or complain

about this rule or any policy or action
of the Coast Guard.

Collection of Information

This rule calls for no new collection
of information under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520).

Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or
impose a substantial direct cost of
compliance on them. We have analyzed
this rule under that Order and have
determined that it does not have
implications for federalism.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 or more in any one year.
Though this rule will not result in such
expenditure, we do discuss the effects of
this rule elsewhere in this preamble.

Taking of Private Property

This rule will not effect a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of Executive
Order 12988, Civil Justice Reform, to
minimize litigation, eliminate
ambiguity, and reduce burden.

Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not create an environmental risk to
health or risk to safety that may
disproportionately affect children.

Indian Tribal Governments

The Coast Guard recognizes the treaty
rights of Native American Tribes.
Moreover, the Coast Guard is committed
to working with Tribal Governments to
implement local policies and to mitigate
tribal concerns. We have determined
that these regulations and fishing rights
protection need not be incompatible.

We have also determined that this Rule
does not have tribal implications under
Executive Order 13175, Consultation
and Coordination with Indian Tribal
Governments, because it does not have
a substantial direct effect on one or
more Indian tribes, on the relationship
between the Federal Government and
Indian tribes, or on the distribution of
power and responsibilities between the
Federal Government and Indian tribes.
Nevertheless, Indian Tribes that have
questions concerning the provisions of
this Rule or options for compliance are
encouraged to contact the point of
contact listed under FOR FURTHER
INFORMATION CONTACT.

Energy Effects

We have analyzed this rule under
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a “significant
energy action” under that order because
it is not a ““significant regulatory action”
under Executive Order 12866 and is not
likely to have a significant adverse effect
on the supply, distribution, or use of
energy. The Administrator of the Office
of Information and Regulatory Affairs
has not designated it as a significant
energy action. Therefore, it does not
require a Statement of Energy Effects
under Executive Order 13211.

Technical Standards

The National Technology Transfer
and Advancement Act (NTTAA) (15
U.S.C. 272 note) directs agencies to use
voluntary consensus standards in their
regulatory activities unless the agency
provides Congress, through the Office of
Management and Budget, with an
explanation of why using these
standards would be inconsistent with
applicable law or otherwise impractical.
Voluntary consensus standards are
technical standards (e.g., specifications
of materials, performance, design, or
operation; test methods; sampling
procedures; and related management
systems practices) that are developed or
adopted by voluntary consensus
standards bodies.

This rule does not use technical
standards. Therefore, we did not
consider the use of voluntary consensus
standards.

Environment

We have analyzed this rule under
Commandant Instruction M16475.1D
and Department of Homeland Security
Management Directive 5100.1, which
guide the Coast Guard in complying
with the National Environmental Policy
Act of 1969 (NEPA) (42 U.S.C. 4321-
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4370f), and have concluded that there
are no factors in this case that would
limit the use of a categorical exclusion
under section 2.B.2 of the Instruction.
Therefore, this rule is categorically
excluded, under figure 2—1, paragraph
(34)(h), of the Instruction, from further
environmental documentation.

A final environmental analysis check
list and a final categorical exclusion
determination are available in the
docket where indicated under
ADDRESSES.

List of Subjects in 33 CFR Part 100

Marine safety, Navigation (water),
Reporting and recordkeeping
requirements, Waterways.

m For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 100 as follows:

PART 100—SAFETY OF LIFE ON
NAVIGABLE WATERS

m 1. The authority citation for part 100
continues to read as follows:

Authority: 33 U.S.C. 1233.

m 2. Add § 100.910 to read as follows:

§100.910 Southland Regatta; Blue Island,
IL.

(a) Regulated Area. A regulated area is
established to include all waters of the
Calumet Sag Channel from the South
Halstead Street Bridge at 41°39'27” N,
087°38729” W; to the Crawford Avenue
Bridge at 41°39°05” N, 087°43’08” W;
and the Little Calumet River from the
Ashland Avenue Bridge at 41°39°07” N,
087°39’38” W; to the junction of the
Calumet Sag Channel. (DATUM: NAD
83).

(b) Special Local Regulations. The
regulations of § 100.901 apply. No
vessel may enter, transit through, or
anchor within the regulated area
without the permission of the Coast
Guard Patrol Commander.

(c) Enforcement Period. This section
will be enforced annually on the
Saturday immediately prior to the first
Sunday of November, from 3 p.m. until
5 p.m. and the first Sunday of
November, from 9 a.m. until 5 p.m.

Dated: June 12, 2008.
Peter V. Neffenger,

Rear Admiral, U.S. Coast Guard, Commander,
Ninth Coast Guard District.

[FR Doc. E8—15490 Filed 7-8-08; 8:45 am]|
BILLING CODE 4910-15-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 100
[Docket No. USCG—2008-0610]
Special Local Regulations for Marine

Events; Port Huron to Mackinac Island
Race

AGENCY: Coast Guard, DHS.
ACTION: Notice of enforcement of
regulation.

SUMMARY: The Coast Guard will enforce
the special local regulation for the Port
Huron to Mackinac Island Race, July 12,
2008, at 11 a.m. to July 15, 2008, at
11:59 p.m. This action is necessary to
safely control vessel movements in the
vicinity of the race and provide for the
safety of the general boating public and
commercial shipping. During this
period, no person or vessel may enter
the regulated area without the
permission of the Coast Guard Patrol
Commander.

DATES: This rule is effective from July
12, 2008, at 11 a.m. through July 15,
2008, at 11:59 p.m.

FOR FURTHER INFORMATION CONTACT: Mr.
Frank Jennings, Jr., Enforcement Branch,
Ninth Coast Guard District, 1240 East
9th Street, Cleveland, OH at (216) 902—
6095.

SUPPLEMENTARY INFORMATION: The Coast
Guard will enforce the special local
regulation for the annual Port Huron to
Mackinac Race July 12, 2008 at 11 a.m.
through July 15, 2008 at 11:59 p.m. The
Special Local Regulations apply to the
waters of the Black River, St. Clair River
and lower Lake Huron from:

Latitude ........cccoeevun. Longitude

42[deg]58.8[min] N .. 082[deg|26[min] W,
to

42[deg]58.4[min] N .. 082[deg|24.8[min]
W, thence

northward along the International Bound-
ary to

43[degl02.8[min] N .. 082[deg]23.8[min]
W, to

082[deg]26.8[min]
W, thence

southward along the U.S. shoreline to

42[deg]58.9[min] N .. 082[deg]26[min] W,
thence to

42[deg]58.8[min] N .. 082[deg] 26[min] W.

In order to ensure the safety of
spectators and participating vessels, the
special local regulation will be in effect
for the duration of the event. The Coast
Guard will patrol the race area under
the direction of a designated Coast
Guard Patrol Commander. Vessels

43[degl02.8[min] N ..

desiring to transit the regulated area
may do so only with prior approval of
the Coast Guard Patrol Commander
(PATCOM) and when so directed by
that officer. The PATCOM may be
contacted on Channel 16 (156.8 MHZ)
by the call sign “Coast Guard Patrol
Commander.” Vessels will be operated
at a no wake speed to reduce the wake
to a minimum, and in a manner which
will not endanger participants in the
event or any other craft. The rules
contained in the above two sentences
shall not apply to participants in the
event or vessels of the patrol operating
in the performance of their assigned
duties.

In the event this special local
regulation affects shipping, commercial
vessels may request permission from the
PATCOM to transit the area of the event
by hailing call sign “Coast Guard Patrol
Commander”’ on Channel 16 (156.8
MHZ).

This notice is issued under the
authority of 33 CFR Part 100.901 and 5
U.S.C. 552(a). If the District
Commander, Captain of the Port or
PATCOM determines that the regulated
area need not be enforced for the full
duration stated in this notice, he or she
may use a Broadcast Notice to Mariners
to grant general permission to enter the
regulated area.

Dated: June 24, 2008.
David R. Callahan,

Captain, U.S. Coast Guard, Acting
Commander, Ninth Coast Guard District.

[FR Doc. E8—15491 Filed 7-8-08; 8:45 am]|
BILLING CODE 4910-15-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 50, 51, 53 and 58
[EPA-HQ-OAR-2006-0735; FRL—8689-2]
RIN 2060-AN83

National Ambient Air Quality
Standards for Lead

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Notice of extension of comment
period.

SUMMARY: The EPA is announcing an
extension of the public comment period
on the proposed rule ‘“National Ambient
Air Quality Standards for Lead.” As
initially published in the Federal
Register on May 20, 2008, written
comments on the proposed rule were to
be submitted by July 21, 2008. On July
1, 2008, EPA received a court order
extending the deadline for signature of
the notice of final rulemaking to October
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15, 2008 and extending the public
comment period on the proposed rule to
August 4, 2008.

DATES: Comments must be received by
August 4, 2008.

ADDRESSES: Submit your comments,
identified by Docket ID No. EPA-HQ-
OAR-2006—0735 by one of the following
methods:

o www.regulations.gov: Follow the
on-line instructions for submitting
comments.

e E-mail: a-and-r-Docket@epa.gov.

e Fax:202-566—-9744.

e Mail: Docket No. EPA-HQ-OAR-
2006-0735, Environmental Protection
Agency, Mail code 6102T, 1200
Pennsylvania Ave., NW., Washington,
DC 20460. Please include a total of two
copies.

e Hand Delivery: Docket No. EPA—
HQ-OAR-2006-0735, Environmental
Protection Agency, EPA West, Room
3334, 1301 Constitution Ave., NW.,
Washington, DC. Such deliveries are
only accepted during the Docket’s
normal hours of operation, and special
arrangements should be made for
deliveries of boxed information.

Instructions: Direct your comments to
Docket ID No. EPA-HQ-OAR-2006—
0735. The EPA’s policy is that all
comments received will be included in
the public docket without change and
may be made available online at
www.regulations.gov, including any
personal information provided, unless
the comment includes information
claimed to be Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
Do not submit information that you
consider to be CBI or otherwise
protected through www.regulations.gov
or e-mail. The www.regulations.gov Web
site is an “anonymous access’ system,
which means EPA will not know your
identity or contact information unless
you provide it in the body of your
comment. If you send an e-mail
comment directly to EPA without going
through www.regulations.gov, your
email address will be automatically
captured and included as part of the
comment that is placed in the public
docket and made available on the
Internet. If you submit an electronic
comment, EPA recommends that you
include your name and other contact
information in the body of your
comment and with any disk or CD-ROM
you submit. If EPA cannot read your
comment due to technical difficulties
and cannot contact you for clarification,
EPA may not be able to consider your
comment. Electronic files should avoid
the use of special characters, any form
of encryption, and be free of any defects

or viruses. For additional information
about EPA’s public docket, visit the EPA
Docket Center homepage at http://
www.epa.gov/epahome/dockets.htm.

Docket: All documents in the docket
are listed in the www.regulations.gov
index. Although listed in the index,
some information is not publicly
available, e.g., CBI or other information
whose disclosure is restricted by statute.
Certain other material, such as
copyrighted material, will be publicly
available only in hard copy. Publicly
available docket materials are available
either electronically in
www.regulations.gov or in hard copy at
the Air and Radiation Docket and
Information Center, EPA/DC, EPA West,
Room 3334, 1301 Constitution Ave.,
NW., Washington, DC. The Public
Reading Room is open from 8:30 a.m. to
4:30 p.m., Monday through Friday,
excluding legal holidays. The telephone
number for the Public Reading Room is
(202) 566—1744 and the telephone
number for the Air and Radiation
Docket and Information Center is (202)
566-1742.

FOR FURTHER INFORMATION CONTACT: For
further information, contact Dr. Deirdre
Murphy, Health and Environmental
Impacts Division, Office of Air Quality
Planning and Standards, U.S.
Environmental Protection Agency, Mail
code C504-06, Research Triangle Park,
NC 27711; telephone: 919-541-0729;
fax: 919-541-0237; e-mail:
Murphy.deirdre@epa.gov.

SUPPLEMENTARY INFORMATION:
General Information

Extension of Public Comment Period

The notice of proposed rulemaking
was signed by the Administrator on May
1, 2008 and published in the Federal
Register on May 20, 2008 (73 FR 29184).
The schedule for completion of this
review is governed by a judicial order in
Missouri Coalition for the Environment
v. EPA (No. 4:04CV00660 ERW, Sept.14,
2005). In light of the numerous complex
issues discussed in the notice of
proposed rulemaking, EPA and the
Missouri Coalition for the Environment
jointly sought an amendment of the
judicial order to extend the comment
period on the notice of proposed
rulemaking to August 4, 2008 and to
extend the deadline for signature of the
notice of final rulemaking to October 15,
2008. On July 1, 2008, the court granted
the joint motion, and therefore EPA is
extending the comment period until
August 4, 2008.

What Should I Consider as I Prepare My
Comments for EPA?

1. Submitting CBI. Do not submit this
information to EPA through
www.regulations.gov or e-mail. Clearly
mark the part or all of the information
that you claim to be CBI. For CBI
information in a disk or CD ROM that
you mail to EPA, mark the outside of the
disk or CD ROM as CBI and then
identify electronically within the disk or
CD ROM the specific information that is
claimed as CBI. In addition to one
complete version of the comment that
includes information claimed as CBI, a
copy of the comment that does not
contain the information claimed as GBI
must be submitted for inclusion in the
public docket. Information so marked
will not be disclosed except in
accordance with procedures set forth in
40 CFR part 2.

2. Tips for Preparing Your Comments.
When submitting comments, remember
to:

¢ Identify the rulemaking by docket
number and other identifying
information (subject heading, Federal
Register date and page number).

e Follow directions—the agency may
ask you to respond to specific questions
or organize comments by referencing a
Code of Federal Regulations (CFR) part
or section number.

¢ Explain why you agree or disagree,
suggest alternatives, and substitute
language for your requested changes.

¢ Describe any assumptions and
provide any technical information and/
or data that you used.

e If you estimate potential costs or
burdens, explain how you arrived at
your estimate in sufficient detail to
allow for it to be reproduced.

¢ Provide specific examples to
illustrate your concerns, and suggest
alternatives.

e Explain your views as clearly as
possible, avoiding the use of profanity
or personal threats.

¢ Make sure to submit your
comments by the comment period
deadline identified.

Availability of Related Information

A number of documents relevant to
this rulemaking, including the notice of
proposed rulemaking (73 FR 29184), the
advance notice of proposed rulemaking
(72 FR 71488), the Air Quality Criteria
for Lead (Criteria Document) (USEPA,
2006a), the Staff Paper, related risk
assessment reports, and other related
technical documents are available on
EPA(s Office of Air Quality Planning
and Standards (OAQPS) Technology
Transfer Network (TTN) Web site at
http://www.epa.gov/ttn/naaqs/
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standards/pb/s_pb_index.html. These
and other related documents are also
available for inspection and copying in
the EPA docket identified above.

Dated: July 3, 2008.
Mary Henigen,
Acting Director, Office of Air Quality Planning
and Standards.
[FR Doc. E8-15579 Filed 7-8-08; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[EPA-R09-OAR-2006-0186, FRL—8569—-6]

Revisions to the California State
Implementation Plan, Northern Sierra
Air Quality Management District,
Including Nevada County Air Pollution
Control District Portion, Plumas
County Air Pollution Control District
Portion, and Sierra County Air
Pollution Control District Portion

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Direct final rule.

SUMMARY: EPA is taking direct final
action to approve revisions to the
Northern Sierra Air Quality
Management District (NSAQMD)
portion of the California State
Implementation Plan (SIP) portion of
the SIP, including the Nevada County
Air Pollution Control District
(NCAPCD), Plumas County Air
Pollution Control district (PCAPCD),
and Sierra County Air Pollution Control
District (SCAPCD) portions of the SIP.
These revisions concern the permitting
of air pollution sources. We are
approving local and removing local
rules under authority of the Clean Air

Act as amended in 1990 (CAA or the
Act).

DATES: This rule is effective on
September 8, 2008, without further
notice, unless EPA receives adverse
comments by August 8, 2008. If we
receive such comments, we will publish
a timely withdrawal in the Federal
Register to notify the public that this
rule will not take effect.

ADDRESSES: Submit comments,
identified by docket number EPA-R09—
OAR-2006-0186, by one of the
following methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the on-line
instructions.

e E-mail: R9airpermits@epa.gov.

e Mail or deliver: Gerardo Rios (Air—
3), U.S. Environmental Protection
Agency Region IX, 75 Hawthorne Street,
San Francisco, CA 94105.

Instructions: All comments will be
included in the public docket without
change and may be made available
online at http://www.regulations.gov,
including any personal information
provided, unless the comment includes
Confidential Business Information (CBI)
or other information whose disclosure is
restricted by statute. Information that
you consider CBI or otherwise protected
should be clearly identified as such and
should not be submitted through
http://www.regulations.gov or e-mail.
http://www.regulations.gov is an
“anonymous access’’ system, and EPA
will not know your identity or contact
information unless you provide it in the
body of your comment. If you send e-
mail directly to EPA, your e-mail
address will be automatically captured
and included as part of the public
comment. If EPA cannot read your
comment due to technical difficulties
and cannot contact you for clarification,

EPA may not be able to consider your
comment.

Docket: The index to the docket for
this action is available electronically at
http://www.regulations.gov and in hard
copy at EPA Region IX, 75 Hawthorne
Street, San Francisco, California. While
all documents in the docket are listed in
the index, some information may be
publicly available only at the hard copy
location (e.g., copyrighted material), and
some may not be publicly available in
either location (e.g., CBI). To inspect the
hard copy materials, please schedule an
appointment during normal business
hours with the contact listed in the FOR
FURTHER INFORMATION CONTACT section
below.

FOR FURTHER INFORMATION CONTACT:
Laura Yannayon, Permits Office (AIR-
3), U.S. Environmental Protection
Agency, Region IX, (415) 972-3534,
yannayon.laura@epa.gov.

SUPPLEMENTARY INFORMATION:
Throughout this document, “we,
and “our” refer to EPA.
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I. The State’s Submittal
A. What Rules Did the State Submit?

Table 1 lists the rules we are
approving with the date of adoption by
the local air agency and submittal by the
California Air Resources Board (CARB).

9 ¢ ’s

us

TABLE 1.—RULES SUBMITTED BY THE NSAQMD

Local agency Rule No. Rule title Adopted or amended Submitted
NSAQMD 501 | Permit Required .........cccocooiiiiiiiniiiii e 05/11/94, Amended ... 10/28/96
NSAQMD ... 505 | Conditional Approval ..........ccceceeviiiiiieiiieenieneeseens 09/11/91, Adopted ..... 10/28/96
NSAQMD ... 510 | Separation of EMISSIONS ......cccccvvveieerenieeiineeseeeee 09/11/91, Adopted ..... 10/28/96
NSAQMD ... 511 | Combination of EmISSIions ..........cccccoviiiiiiiiicniiinieens 09/11/91, Adopted ..... 10/28/96
NSAQMD ... 512 | CircumVention .........ccceereereereeieeneeeesre e 09/11/91, Adopted ..... 10/28/96
NSAQMD ... 513 | Source Recordkeeping .........cccecveevueiriieeneeeiiic e 05/11/94, Amended ... 10/28/96
NSAQMD ... 515 | Provision of Sampling and Testing Facilities ............. 09/11/91, Adopted ..... 10/28/96
NSAQMD BA17 | Transfer ..o 09/11/91, Adopted ..... 10/28/96

On December 19, 1996, the submittal
of the rules in table 1 was found to meet
the completeness criteria in 40 CFR part
51, appendix V, which must be met
before formal EPA review.

B. Are There Other Versions of These
Rules?

There are certain versions of SIP rules
from the three individual defunct
county air districts, NCAPCD, PCAPCD,

and SCAPCD, being superseded by the
submitted NSAQMD rules below:

NSAQMD Rule 501, Permit Required,
supersedes the following versions:
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e PCAPCD Rule 501, Permit Required
(submitted on June 22, 1981, approved
on June 18, 1982).

e SCAPCD Rule 501, Permit Required
(submitted on June 22, 1981, approved
on June 18, 1982).

NSAQMD Rule 505, Conditional
Approval, supersedes the following
versions:

e NCAPCD Section 16, Conditional
Approval (submitted on February 21,
1972, approved on May 31, 1972).

e PCAPCD Rule 505, Conditional
Approval (submitted on June 22, 1981,
approved on June 18, 1982).

e SCAPCD Rule 505, Conditional
Approval (submitted on June 22, 1981,
approved on June 18, 1982).

NSAQMD Rule 515, Provision of
Sampling and Testing Facilities,
supersedes the following versions:

e SCAPCD Section 47, Emission
Monitoring (submitted on February 21,
1972, approved on May 31, 1972).

e SCAPCD Section 49, Tests
(submitted on February 21, 1972,
approved on May 31, 1972).

e SCAPCD Section 50, Field
Inspection (submitted on February 21,
1972, approved on May 31, 1972).

NSAQMD Rule 517, Transfer,
supersedes the following versions:

e PCAPCD Rule 517, Transfer
(submitted on June 22, 1981, approved
on June 18, 1982).

e SCAPCD Rule 517, Transfer
(submitted on June 22, 1981, approved
on June 18, 1982).

There are no versions of submitted
NSAQMD Rules 510, 511, 512, and 513
in the SIP.

C. What Rules Are Being Removed From
the SIP by EPA?

Rules of the individual defunct air
districts that we are removing from the
SIP are listed in tables 2, 3, and 4. The
original dates of submittal by the
California Air Resources Board (CARB)
and approval by EPA, along with the
reason for removal from the SIP, are
provided.

TABLE 2.—RULES REMOVED FROM THE NCAPCD SIP BY EPA

Local agency EEL'(I:‘; o Rule title Submitted A&)E)gzd R?:;gr\};f)r

11 | Registration Required .........ccccooiriiiiniiiieciceiees 02/21/72 05/31/72 W)

51 | Nuisance .........ccceeeeneee. 02/21/72 05/31/72 M

106 | Validity ............ 04/10/75 06/14/78 M

107 | Effective Date 04/10/75 06/14/78 M

201 | District-Wide Coverage .........cccoceemeerireeneersieennenns 04/10/75 06/14/78 M

215 | EXiSting SOUICES ....ceeviviirieriireesie s 04/10/75 06/14/78 M

401 | Responsibility .......ccccceveeereneenne 04/10/75 06/14/78 M

403 | Responsibility of Permitting 04/10/75 06/14/78 M
TABLE 3.—RULES REMOVED FROM THE PCAPCD SIP BY EPA

Local agency ?gclz?ioor: Rule title Submitted A&"E’;id Rre:rf]gcglor

PCAPCD ....ooiiiiiereeereeeeee 507 | Responsibility ........cccocereiiieieiiieneeeeseceeseeeene 06/22/81 06/18/82 M

PCAPCD ....coooviiiiieiiecieeneceeee 508 | Posting of Permit to Operate .........ccccceeciinivicnens 06/22/81 06/18/82 ®)
TABLE 4.—RULES REMOVED FROM THE SCAPCD SIP BY EPA

Local agency Egé%oor: Rule title Submitted A&P ?E’/id Rre:rigggf)r

201 | District-Wide COVerage .......cccoeeeeneesieeesieesieeseens 01/10/75 08/22/77 M

205 | Nuisance .......c..ccceeeueen. 01/10/75 08/22/77 3

507 | Responsibility .........cccccervvenereennenne 06/22/81 06/18/82 M

508 | Posting of Permit to Operate 06/22/81 06/18/82 M

Notes: Reasons for removal from the SIP of the rules in tables 2, 3, and 4 are as follows:
1The rule is not required for the SIP to achieve or maintain attainment.

2The rule is not appropriate for EPA to enforce.

3The rule is appropriate to be in the SIP, but is not approvable according to current EPA requirements.

D. What Are the Purposes of the Rule
Revisions or Rule Removals?

Section 110(a) of the CAA requires
states to submit regulations that control
volatile organic compounds, nitrogen
oxides, particulate matter, and other air
pollutants which harm human health
and the environment. Permitting rules
were developed as part of the local air
district’s programs to control these
pollutants. The overall purpose of the
present actions on NSAQMD permitting
rules is to partially consolidate the SIP
rules from the original individual air

districts, NCAPCD, PCAPCD, and
SCAPCD, into one set of SIP rules for
the unified NSAQMD.

The SIP rules being removed are from
three defunct individual county air
districts, NCAPCD, PCAPCD, and
SCAPCD, which were unified to form
the NSAQMD. These defunct district
rules are not appropriate or required for
the SIP or were replaced by currently-
active NSAQMD SIP rules. The rules
listed in tables 2, 3, and 4 are being
removed from the SIP by EPA under the
authority of section 110(k)(6) of the
CAA. The removal of these listed rules

does not relax the SIP and does not
result in an increase in air emissions.

The purposes of the new submitted
rules are as follows:

e Rule 510: The rule clarifies that the
emissions from multiple emission
points in a single source operation may
not exceed the limit that would have
applied for one emission point for that
source.

e Rule 511: The rule allows multiple
emission sources to be regulated
separately if the emissions are combined
and if the emissions are susceptible to
reliably attributing the amount of
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emissions to each individual source.
Otherwise, combined multiple emission
sources must be regulated with the most
stringent regulation for a single
emission source.

e Rule 512: The rule prohibits
circumvention of regulations by
superficially reducing or concealing
emissions that might violate emission
regulations.

e Rule 513: The rule requires
recordkeeping and reporting with a two-
year retention period of those emissions
required by the APCO.

The purposes of revisions relative to
the SIP rules are as follows:

e Rule 501: The requirement that
major sources subject to title V comply
with federal operating permit
regulations is added.

e Rule 505: The authority of the Air
Pollution Control Officer (APCO) to
grant a permit to rent or sell air

pollution control equipment is removed.

e Rule 515: The requirements for
sampling and testing to determine
compliance with emission regulations
are unified from the defunct district
rules.

¢ Rule 517: The requirements for the
transfer of ownership of an emission
source are unified from the defunct
district rules.

II. EPA’s Evaluation and Action
A. How Is EPA Evaluating the Rules?

Generally, SIP rules regulating
permitting must be enforceable (see
section 110(a) of the CAA) and must not
relax existing requirements (see sections
110(1) and 193). The revision or removal
of SIP rules must not relax existing
requirements. The NSAQMD regulates
an 8-hour CAA subpart 1 ozone
nonattainment area. There are no
specific RACT requirements for
permitting rules.

The following guidance documents
were used for reference:

e Requirements for Preparation,
Adoption, and Submittal of
Implementation Plans, EPA, 40 CFR
part 51.

e Guidance Document for Correcting
Common VOC & Other Rule
Deficiencies, EPA Region IX (August 21,
2001). (The Little Bluebook)

B. Do the Rule Submittals and Rule
Removals Meet the Evaluation Criteria?

We believe the rule approvals and
rule removals are consistent with the
relevant policy and guidance regarding
enforceability and SIP relaxations. The
TSD has more information on our
evaluation.

C. Public Comment and Final Action

EPA is approving local NSAQMD
Rules 501, 505, 510, 511, 512, 513, 515,
and 517 into the SIP and approving the
removal of eight NCAPCD, two
PCAPCD, and four SCAPCD permitting
rules from the SIP. We believe these
actions fulfill all relevant requirements.
We do not think anyone will object to
this, so we are finalizing the approvals
and removals without proposing them
in advance. However, in the Proposed
Rules section of this Federal Register,
we are simultaneously proposing
approval of the same actions. If we
receive adverse comments by August 8,
2008, we will publish a timely
withdrawal in the Federal Register to
notify the public that the direct final
approval will not take effect and we will
address the comments in a subsequent
final action based on the proposal. If we
do not receive timely adverse
comments, the direct final approval will
be effective without further notice on
September 8, 2008. This will
incorporate the submitted rules in table
1 into the federally-enforceable SIP and
remove the rules in tables 2, 3, and 4
from the SIP. Superseded SIP rules for
those rules in table 1 are also removed
from the SIP. There are no sanctions or
FIP clocks associated with any previous
action on the rules.

Please note that if EPA receives
adverse comment on an amendment,
paragraph, or section of this rule and if
that provision may be severed from the
remainder of the rule, EPA may adopt
as final those provisions of the rule that
are not the subject of an adverse
comment.

III. Statutory and Executive Order
Reviews

Under the Clean Air Act, the
Administrator is required to approve a
SIP submission that complies with the
provisions of the Act and applicable
Federal regulations. 42 U.S.C. 7410(k);
40 CFR 52.02(a). Thus, in reviewing SIP
submissions, EPA’s role is to approve
state choices, provided that they meet
the criteria of the Clean Air Act.
Accordingly, this action merely
approves state law as meeting Federal
requirements and does not impose
additional requirements beyond those
imposed by state law. For that reason,
this action:

e Is not a “significant regulatory
action” subject to review by the Office
of Management and Budget under
Executive Order 12866 (58 FR 51735,
October 4, 1993);

e Does not impose an information
collection burden under the provisions

of the Paperwork Reduction Act (44
U.S.C. 3501 et seq.);

e Is certified as not having a
significant economic impact on a
substantial number of small entities
under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.);

¢ Does not contain any unfunded
mandate or significantly or uniquely
affect small governments, as described
in the Unfunded Mandates Reform Act
of 1995 (Pub. L. 104-4);

¢ Does not have Federalism
implications as specified in Executive
Order 13132 (64 FR 43255, August 10,
1999);

e Is not an economically significant
regulatory action based on health or
safety risks subject to Executive Order
13045 (62 FR 19885, April 23, 1997);

¢ Is not a significant regulatory action
subject to Executive Order 13211 (66 FR
28355, May 22, 2001);

e Is not subject to requirements of
Section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (15 U.S.C. 272 note) because
application of those requirements would
be inconsistent with the Clean Air Act;
and

¢ Does not provide EPA with the
discretionary authority to address, as
appropriate, disproportionate human
health or environmental effects, using
practicable and legally permissible
methods, under Executive Order 12898
(59 FR 7629, February 16, 1994).

In addition, this rule does not have
tribal implications as specified by
Executive Order 13175 (65 FR 67249,
November 9, 2000), because the SIP is
not approved to apply in Indian country
located in the state, and EPA notes that
it will not impose substantial direct
costs on tribal governments or preempt
tribal law.

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this action and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a “major rule” as
defined by 5 U.S.C. 804(2).

Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of
this action must be filed in the United
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States Court of Appeals for the
appropriate circuit by September 8,
2008. Filing a petition for
reconsideration by the Administrator of
this final rule does not affect the finality
of this action for the purposes of judicial
review nor does it extend the time
within which a petition for judicial
review may be filed, and shall not
postpone the effectiveness of such rule
or action. This action may not be
challenged later in proceedings to
enforce its requirements (see section
307(b)(2)).

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Incorporation by
reference, Intergovernmental relations,
Reporting and recordkeeping
requirements.

Dated: April 16, 2008.

Laura Yoshii,

Acting Regional Administrator, Region IX.
m Part 52, chapter I, title 40 of the Code
of Federal Regulations is amended as
follows:

PART 52—[AMENDED]

m 1. The authority citation for part 52
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.
Subpart F—California

m 2. Section 52.220 is amended by
adding paragraphs (b)(7)(iii),
(c)(26)(ix)(D), (c)(27)(vii)(F),
(c)(93)(iii)(E), (c)(93)(iv)(F),
(c)(246)(1)(A)(4) and (5) to read as
follows:

§52.220 Identification of plan.
* * * * *
(b) L
* %

(7) *
(iii) Previously approved on May 31,
1972 in paragraph (b) of this section and
now deleted without replacement Rules

11 and 51.

* * * * *

C)***

(D) Previously approved on August
22,1977 in paragraph (c)(26)(ix)(A) of
this section and now deleted without
replacement Rules 201 and 205.

* * * * *

(27) *

(vii) *

(F) Previously approved on June 14,
1978 in paragraph (c)(27)(vii)(A) of this
section and now deleted without
replacement Rules 106, 107, 201, 215,
401, and 403.

* * * * *

* k%
* ok

(93] * % %

(111) * % %

(E) Previously approved on June 18,
1982 in paragraph (c)(93)(iii)(B) of this
section and now deleted without
replacement Rules 507 and 508.

(iv) * *x %

(F) Previously approved on June 18,
1982 in paragraph (c)(93)(iv)(B) of this
section and now deleted without
replacement Rules 507 and 508.

(246] EE

(i) * * %

(A) * % *

(4) Rule 505, “Conditional Approval,”

Rule 510, “Separation of Emissions,”
Rule 511, “Combination of Emissions,”
Rule 512, “Circumvention,” Rule 515,
“Provision of Sampling and Testing
Facilities,” and Rule 517, “Transfer,”
adopted on September 11, 1991.

(5) Rule 501, “Permit Required” and
Rule 513, “Source Recordkeeping,”
amended on May 11, 1994.

* * * * *

[FR Doc. E8-15435 Filed 7—8-08; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2007-0416; FRL-8371-9]
Azoxystrobin; Pesticide Tolerances

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes
tolerances for combined residues of
azoxystrobin (methyl (E)-2-(2-(6-(2-
cyanophenoxy)pyrimidin-4-
yloxy)phenyl)-3-methoxyacrylate) and
its Z isomer (methyl (Z)-2-(2-(6-(2-
cyanophenoxy)pyrimidin-4-
yloxy)phenyl)-3-methoxyacrylate) in or
on animal feed, nongrass, forage, group
18 at 45 parts per million (ppm); animal
feed, nongrass, hay, group 18 at 120
ppm; barley, forage at 25 ppm; cotton,
gin byproducts at 45 ppm; cotton,
undelinted seed at 0.6 ppm; grain,
aspirated fractions at 420 ppm; rice,
wild, grain at 5.0 ppm; sorghum, forage
at 25 ppm; sorghum, grain at 11 ppm;
sorghum, stover at 40 ppm; and wheat,
forage at 25 ppm. Syngenta Crop
Protection, Inc. requested these
tolerances under the Federal Food,
Drug, and Cosmetic Act (FFDCA). EPA
is also deleting certain azoxystrobin
tolerances that are no longer needed as
a result of this action.

DATES: This regulation is effective July
9, 2008. Objections and requests for

hearings must be received on or before
September 8, 2008, and must be filed in
accordance with the instructions
provided in 40 CFR part 178 (see also
Unit I.C. of the SUPPLEMENTARY
INFORMATION).

ADDRESSES: EPA has established a
docket for this action under docket
identification (ID) number EPA-HQ-
OPP-2007-0416. To access the
electronic docket, go to http://
www.regulations.gov, and search for the
docket number. All documents in the
docket are listed in the docket index
available in regulations.gov. Although
listed in the index, some information is
not publicly available, e.g., Confidential
Business Information (CBI) or other
information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
is not placed on the Internet and will be
publicly available only in hard copy
form. Publicly available docket
materials are available in the electronic
docket at http://www.regulations.gov,
or, if only available in hard copy, at the
OPP Regulatory Public Docket in Rm. S—
4400, One Potomac Yard (South Bldg.),
2777 S. Crystal Dr., Arlington, VA. The
Docket Facility is open from 8:30 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The Docket
Facility telephone number is (703) 305—
5805.

FOR FURTHER INFORMATION CONTACT: John
Bazuin, Registration Division (7505P),
Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 305—-7381; e-mail address:
bazuin.john@epa.gov.

SUPPLEMENTARY INFORMATION:
1. General Information
A. Does this Action Apply to Me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to those engaged in the
following activities:

e Crop production (NAICS code 111).

e Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

e Pesticide manufacturing (NAICS
code 32532).

This listing is not intended to be
exhaustive, but rather to provide a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
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Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How Can I Access Electronic Copies
of this Document?

In addition to accessing an electronic
copy of this Federal Register document
through the electronic docket at http://
www.regulations.gov, you may access
this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr. You may
also access a frequently updated
electronic version of EPA’s tolerance
regulations at 40 CFR part 180 through
the Government Printing Office’s pilot
e-CFR site at http://www.gpoaccess.gov/
ecfr.

C. Can I File an Objection or Hearing
Request?

Under section 408(g) of FFDCA, any
person may file an objection to any
aspect of this regulation and may also
request a hearing on those objections.
You must file your objection or request
a hearing on this regulation in
accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2007-0416 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
as required by 40 CFR part 178 on or
before September 8, 2008.

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing that does not
contain any CBI for inclusion in the
public docket that is described in
ADDRESSES. Information not marked
confidential pursuant to 40 CFR part 2
may be disclosed publicly by EPA
without prior notice. Submit this copy,
identified by docket ID number EPA—
HQ-OPP-2007-0416, by one of the
following methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the on-line
instructions for submitting comments.

e Mail: Office of Pesticide Programs
(OPP) Regulatory Public Docket (7502P),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001.

e Delivery: OPP Regulatory Public
Docket (7502P), Environmental
Protection Agency, Rm. S—4400, One

Potomac Yard (South Bldg.), 2777 S.
Crystal Dr., Arlington, VA. Deliveries
are only accepted during the Docket’s
normal hours of operation (8:30 a.m. to
4 p.m., Monday through Friday,
excluding legal holidays). Special
arrangements should be made for
deliveries of boxed information. The
Docket Facility telephone number is
(703) 305-5805.

I1. Petition for Tolerance

In the Federal Register of September
28, 2007 (72 FR 55204) (FRL-8147-1),
EPA issued a notice pursuant to section
408(d)(3) of FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of
pesticide petitions (PP 6F7106 and
7F7198) by Syngenta Crop Protection,
Inc., P.O. Box 18300, Greensboro, NC
274009. Petition PP 6F7106 requested
that 40 CFR 180.507(a)(1) be amended
by establishing tolerances for combined
residues of the fungicide azoxystrobin
(methyl (E)-2-(2-(6-(2-
cyanophenoxy)pyrimidin-4-
yloxy)phenyl)-3-methoxyacrylate) and
the Z isomer of azoxystrobin (methyl
(Z)-2-(2-(6-(2-cyanophenoxy)pyrimidin-
4-yloxy)phenyl)-3-methoxyacrylate in or
on barley, forage at 30 ppm; non-grass
animal feeds, forage at 35 ppm; non-
grass animal feeds, hay at 100 ppm;
sorghum, forage at 25 ppm; sorghum,
grain at 9 ppm; sorghum, stover at 40
ppm; and wheat, forage at 30 ppm.
Petition PP 6F7106 also requested that
40 CFR 180.507(a)(2) be amended by
establishing tolerances for residues of
the fungicide azoxystrobin in or on
cattle, kidney at 1.00 ppm; cattle, liver
at 5.10 ppm; cattle, meat byproducts
(except liver and kidney) at 0.07 ppm;
goat, kidney at 1.00 ppm; goat, liver at
5.10 ppm; goat, meat byproducts (except
liver and kidney) at 0.07 ppm; egg,
white at 0.01 ppm; egg, yolk at 0.15
ppm; hog, kidney at 0.03 ppm; hog, liver
at 0.23 ppm; hog, meat byproducts
(except liver and kidney) at 0.01 ppm;
horse, kidney at 1.00 ppm; horse, liver
at 5.10 ppm; poultry, fat at 0.01 ppm;
poultry, liver at 0.12 ppm; poultry, meat
at 0.02 ppm; sheep, kidney at 1.00 ppm;
sheep, liver at 5.10 ppm; sheep, meat
byproducts (except liver and kidney) at
0.07 ppm. Petition PP 6F7106
additionally requested that 40 CFR
180.507(a)(1) be amended by increasing
the tolerance for the combined residues
of the fungicide azoxystrobin and the Z
isomer of azoxystrobin in or on
aspirated grain fractions to 112 ppm;
increasing the tolerances for the
residues of the fungicide azoxystrobin
in or on cattle, fat to 0.13 ppm; cattle,
meat to 0.07 ppm; goat, fat to 0.13 ppm;
goat, meat to 0.07 ppm; hog, fat to 1.10
ppm; horse, meat to 0.07 ppm; milk to

0.05 ppm; sheep, fat to 0.13 ppm; and
sheep, meat to 0.07 ppm; and leaving
the tolerance for the residues of the
fungicide azoxystrobin and the Z isomer
of azoxystrobin in or on hog, meat
unchanged at 0.01 ppm. Petition PP
7F7198 requested that 40 CFR
180.507(a)(1) be amended by
establishing a permanent tolerance for
combined residues of the fungicide
azoxystrobin and the Z isomer of
azoxystrobin in or on rice, wild at 5.0
ppm and by changing the tolerances for
combined residues of the fungicide
azoxystrobin and the Z isomer of
azoxystrobin in or on cotton, gin
byproducts to 35 ppm and cotton,
undelinted seed to 0.7 ppm. That notice
referenced a summary of the petition
prepared by Syngenta Crop Protection,
Inc., the registrant, which is available to
the public in the docket, http://
www.regulations.gov. There were no
comments received in response to the
notice of filing.

Based upon review of the data
supporting the petition, EPA is not
modifying the tolerances for ruminant
and swine raw agricultural commodities
(RACs) or establishing tolerances for
poultry RACs. EPA is, however,
increasing the proposed tolerance for
sorghum grain from 9 ppm to 11 ppm,
increasing the proposed tolerance for
aspirated grain fractions from 112 ppm
to 420 ppm, reducing the proposed
tolerances of 30 ppm for both wheat
forage and barley forage to 25 ppm,
reducing the proposed tolerance for
undelinted cotton seed from 0.7 to 0.6
ppm, increasing the proposed tolerance
for cotton gin byproducts from 35 to 45
ppm, increasing the proposed tolerance
for non-grass animal feeds, forage from
35 to 45 ppm, and increasing the
proposed tolerance for non-grass animal
feeds, hay from 100 to 120 ppm. EPA is
also revoking the two expired time-
limited tolerances for safflower, seed at
1.0 ppm; and for Brassica, head and
stem, subgroup 5A of 30 ppm in 40 CFR
180.507(b). The rice, wild tolerance in
40 CFR 180.507(b) is also being revoked.
The reasons for these changes are
explained in Unit IV.C.

III. Aggregate Risk Assessment and
Determination of Safety

Section 408(b)(2)(A)(i) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is “safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines ‘““safe” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
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other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
of infants and children to the pesticide
chemical residue in establishing a
tolerance and to “‘ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue. . . .”

Consistent with section 408(b)(2)(D)
of FFDCA, and the factors specified in
section 408(b)(2)(D) of FFDCA, EPA has
reviewed the available scientific data
and other relevant information in
support of this action. EPA has
sufficient data to assess the hazards of
and to make a determination on
aggregate exposure for the petitioned-for
tolerances for combined residues of
azoxystrobin (methyl (E)-2-(2-(6-(2-
cyanophenoxy)pyrimidin-4-
yloxy)phenyl)-3-methoxyacrylate) and
the Z isomer of azoxystrobin (methyl
(Z)-2-(2-(6-(2-cyanophenoxy)pyrimidin-
4-yloxy)phenyl)-3-methoxyacrylate) in
or on animal feed, nongrass, forage,
group 18 at 45 ppm; animal feed,
nongrass, hay, group 18 at 120 ppm;
barley, forage at 25 ppm; cotton, gin
byproducts at 45 ppm; cotton,
undelinted seed at 0.6 ppm; grain,
aspirated fractions at 420 ppm; rice,
wild, grain at 5.0 ppm; sorghum, forage
at 25 ppm; sorghum, grain at 11 ppm;
sorghum, stover at 40 ppm; and wheat,
forage at 25 ppm. EPA’s assessment of
exposures and risks associated with
establishing tolerances follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children

Azoxystrobin has low acute toxicity
via the oral, dermal and inhalation
routes of exposure. Azoxystrobin is not
an eye or skin irritant and is not a skin
sensitizer. The most common toxicity
findings from administration of
azoxystrobin to rats, via the oral route,
were decreased body weight, decreased
food intake/utilization, increased
diarrhea, and other clinical toxicity
observations such as, increased urinary
incontinence, hunched postures and
distended abdomens. There were no
developmental effects in the rat and

rabbit developmental studies. In the
reproduction study, decreased body
weights and increased adjusted liver
weights were observed at the same dose
in both offspring and parental animals.
In both the acute and subchronic
neurotoxicity studies, there were no
consistent indications of treatment-
related neurotoxicity. There was no
evidence of carcinogenicity in rats and
mice at acceptable dose levels.
Azoxystrobin induced a weak
mutagenic response in the mouse
lymphoma assay, but the activity
expressed in vitro is not expected to be
expressed in whole animals.

Specific information on the studies
received and the nature of the adverse
effects caused by azoxystrobin as well as
the no-observed-adverse-effect-level
(NOAEL) and the lowest-observed-
adverse-effect-level (LOAEL) from the
toxicity studies are discussed in the
final rule published in the Federal
Register of September 29, 2000 (65 FR
58404) (FRL-6749-1).

B. Toxicological Endpoints

For hazards that have a threshold
below which there is no appreciable
risk, a toxicological point of departure
(POD) is identified as the basis for
derivation of reference values for risk
assessment. The POD may be defined as
the highest dose at which no adverse
effects are observed (the NOAEL) in the
toxicology study identified as
appropriate for use in risk assessment.
However, if a NOAEL cannot be
determined, the lowest dose at which
adverse effects of concern are identified
(the LOAEL) or a Benchmark Dose
(BMD) approach is sometimes used for
risk assessment. Uncertainty/safety
factors (UFs) are used in conjunction
with the POD to take into account
uncertainties inherent in the
extrapolation from laboratory animal
data to humans and in the variations in
sensitivity among members of the
human population as well as other
unknowns. Safety is assessed for acute
and chronic dietary risks by comparing
aggregate food and water exposure to
the pesticide to the acute population
adjusted dose (aPAD) and chronic
population adjusted dose (cPAD). The
aPAD and cPAD are calculated by
dividing the POD by all applicable UFs.
Aggregate short-, intermediate-, and
chronic-term risks are evaluated by
comparing food, water, and residential
exposure to the POD to ensure that the
margin of exposure (MOE) called for by
the product of all applicable UFs is not
exceeded. This latter value is referred to
as the Level of Concern (LOC).

For non-threshold risks, the Agency
assumes that any amount of exposure

will lead to some degree of risk. Thus,
the Agency estimates risk in terms of the
probability of an occurrence of the
adverse effect greater than that expected
in a lifetime. For more information on
the general principles EPA uses in risk
characterization and a complete
description of the risk assessment
process, see http://www.epa.gov/
pesticides/factsheets/riskassess.htm.

A summary of the toxicological
endpoints for azoxystrobin used for
human risk assessment is discussed in
Unit IILB. of the final rule published in
the Federal Register of September 29,
2000.

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to azoxystrobin, EPA
considered exposure under the
petitioned-for tolerances as well as all
existing azoxystrobin tolerances in (40
CFR 180.507). EPA assessed dietary
exposures from azoxystrobin in food as
follows:

i. Acute exposure. Quantitative acute
dietary exposure and risk assessments
are performed for a food-use pesticide,
if a toxicological study has indicated the
possibility of an effect of concern
occurring as a result of a 1-day or single
exposure.

In estimating acute dietary exposure,
EPA used food consumption
information from the United States
Department of Agriculture (USDA)
1994-1996 and 1998 Nationwide
Continuing Surveys of Food Intake by
Individuals (CSFII). As to residue levels
in food, EPA used tolerance level
residues, a 100% crop treated
assumption, and default processing
factors for all existing and proposed
uses.

ii. Chronic exposure. In conducting
the chronic dietary exposure assessment
EPA used the food consumption data
from the USDA 1994-1996 and 1998
CSFIL As to residue levels in food, EPA
used tolerance level residues and
default processing factors for all existing
and proposed uses. As to percent crop
treated, EPA used data on the actual
percentage of crop treated for some
existing uses and assumed 100% crop
treated for all proposed uses, and all
other existing uses.

iii. Cancer. The Agency has
determined that azoxystrobin is not
likely to be a human carcinogen, so an
exposure assessment to estimate cancer
risk is unnecessary.

iv. Percent crop treated (PCT)
information. EPA did not use
anticipated residue information in the
dietary assessment for azoxystrobin.
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Tolerance level residues were assumed
for all food commodities.

Section 408(b)(2)(F) of FFDCA states
that the Agency may use data on the
actual percent of food treated for
assessing chronic dietary risk only if:

¢ Condition a: The data used are
reliable and provide a valid basis to
show what percentage of the food
derived from such crop is likely to
contain the pesticide residue.

e Condition b: The exposure estimate
does not underestimate exposure for any
significant subpopulation group.

¢ Condition c: Data are available on
pesticide use and food consumption in
a particular area, the exposure estimate
does not understate exposure for the
population in such area.

In addition, the Agency must provide
for periodic evaluation of any estimates
used. To provide for the periodic
evaluation of the estimate of PCT as
required by FFDCA section 408(b)(2)(F),
EPA may require registrants to submit
data on PCT.

The Agency used PCT information as
follows: Acerola — 100%; almond —
20%; amaranth, leafy — 100%; apricot —
15%; arrowroot — 100%:; artichoke,
globe — 100%; artichoke, Jerusalem —
100%; arugula — 100%; asparagus — 1%;
avocado — 100%; balsam pear — 100%;
banana — 100%; barley — 100%; basil —
100%; bean, black — 1%; bean, broad —
1%; bean, cowpea — 1%; bean, great
northern — 1%; bean, kidney — 1%;
bean, lima — 1%; bean, mung — 1%;
bean, navy — 1%; bean, pink — 1%; bean,
pinto — 1%; bean, snap — 25%; beet,
garden — 15%; beet, sugar — 1%;
blackberry — 100%; blueberry — 15%;
boysenberry — 100%; Brazil nut — 100%;
broccoli — 100%; Brussels sprouts —
100%; burdock — 100%; butternut —
100%; cabbage — 5%; canistel — 100%;
cantaloupe — 10%; cardoon — 100%;
carrot — 10%; casaba — 100%; cashew —
100%; cassava — 100%:; cattle fat,
kidney, liver, meat, and meat
byproducts — 100%; cauliflower - 100%;
celeriac - 100%; celery — 10%; celtuce
- 100%; chayote - 100%; cherimoya -
100%; cherry — 5%; chestnut - 100%;
chickpea — 1%; chicory - 100%; Chinese
waxgourd - 100%; chive — 100%;
chrysanthemum, garland - 100%;
cinnamon - 100%; citrus citron - 100%;
citrus hybrids — 100%; citrus, oil —
100%; collards — 100%; coriander —
100%; corn, field — 100%; corn, pop —
100%; corn, sweet — 10%; cottonseed,
0il — 1%; cranberry — 100%; cress,
garden — 100%; cress, upland — 100%;
cucumber — 15%; currant — 100%;
dandelion, leaves — 100%; dasheen,
corm — 100%; dasheen, leaves — 100%;
dewberry — 100%; dill, seed — 100%;
dillweed — 100%; eggplant — 100%;

elderberry — 100%; endive — 100%;
feijoa — 100%; fennel, Florence — 100%;
filbert — 5%; flaxseed, oil — 5%; garlic
—50%; ginger — 100%; ginseng — 100%;
goat fat, kidney, liver, meat, and meat
byproducts — 100%; gooseberry — 100%;
grape — 10%; grapefruit — 20%; guar,
seed — 1%; guava — 100%; herbs, other
—100%; hickory nut — 100%; honeydew
melon — 5%; hop — 100%; horse, meat
—100%; horseradish — 100%;
huckleberry — 100%; jaboticaba — 100%;
jackfruit — 100%; kale — 100%; kohlrabi
—100%; kumquat — 100%; leek — 100%;
lemon — 100%; lemongrass — 100%;
lentil, seed — 1%; lettuce, head — 1%;
lettuce, leaf — 1%; lime — 100%;
loganberry — 100%; longan — 100%;
loquat — 100%; lychee — 100%;
macadamia nut — 100%; mango — 100%;
marjoram — 100%; milk — 100%;
mustard greens — 15%; nectarine —
100%; okra — 100%; onion, dry bulb —
10%; onion, green — 10%; orange —
17%; papaya — 100%; parsley — 30%;
parsley, turnip-rooted — 100%;
passionfruit — 100%; pawpaw — 100%;
pea, succulent — 1%; pea, dry — 1%; pea,
edible podded — 25%; pea, pigeon — 1%;
peach — 5%; peanut — 10%; pecan — 1%;
pepper, bell — 10%; pepper, non-bell —
10%; peppermint — 100%; persimmon —
100%; pistachio — 30%; plantain —
100%; plum — 1%; pork fat, kidney,
liver, meat, meat byproducts, and skin
—100%; potato — 25%; pummelo —
100%; pumpkin — 20%; radicchio —
100%; radish — 100%; radish, Oriental
—100%; rape greens — 100%; rapeseed,
oil — 5%; raspberry — 100%; rhubarb —
100%; rice — 25%; rutabaga — 100%;
safflower — 5%; salsify, roots — 100%;
salsify, tops — 100%; sapote, Mamey —
100%; savory — 100%; shallot — 100%;
sheep fat, kidney, liver, meat, and meat
byproducts — 100%; sorghum — 100%;
soursop — 100%; soybean — 1%; Spanish
lime — 100%; spearmint — 100%; spices,
other — 100%; spinach — 10%; squash,
summer — 15%; squash, winter — 15%;
starfruit — 100%; strawberry — 20%;
sugar apple — 100%; sunflower — 5%;
sweet potato — 100%; Swiss chard —
100%; tamarind — 100%; tangerine —
20%; tanier — 100%; tomatillo — 100%;
tomato — 20%; turmeric — 100%; turnip,
roots — 100%; turnip, greens — 15%;
walnut — 1%; watercress — 100%;
watermelon — 25%; wheat — 1%; wild
rice — 100%; yam, true — 100%; and yam
bean — 100%.

In most cases, EPA uses available data
from United States Department of
Agriculture/National Agricultural
Statistics Service (USDA/NASS),
proprietary market surveys, and the
National Pesticide Use Database for the
chemical/crop combination for the most

recent 6 years. EPA uses an average PCT
for chronic dietary risk analysis. The
average PCT figure for each existing use
is derived by combining available
public and private market survey data
for that use, averaging across all
observations, and rounding to the
nearest 5%, except for those situations
in which the average PCT is less than
one. In those cases, 1% is used as the
average PCT and 2.5% is used as the
maximum PCT. EPA uses a maximum
PCT for acute dietary risk analysis. The
maximum PCT figure is the highest
observed maximum value reported
within the recent 6 years of available
public and private market survey data
for the existing use and rounded up to
the nearest multiple of 5%.

The Agency believes that the three
conditions discussed in Unit II1.C.1.iv.
have been met. With respect to
Condition a, PCT estimates are derived
from Federal and private market survey
data, which are reliable and have a valid
basis. The Agency is reasonably certain
that the percentage of the food treated
is not likely to be an underestimation.
As to Conditions b and c, regional
consumption information and
consumption information for significant
subpopulations is taken into account
through EPA’s computer-based model
for evaluating the exposure of
significant subpopulations including
several regional groups. Use of this
consumption information in EPA’s risk
assessment process ensures that EPA’s
exposure estimate does not understate
exposure for any significant
subpopulation group and allows the
Agency to be reasonably certain that no
regional population is exposed to
residue levels higher than those
estimated by the Agency. Other than the
data available through national food
consumption surveys, EPA does not
have available reliable information on
the regional consumption of food to
which azoxystrobin may be applied in
a particular area.

2. Dietary exposure from drinking
water. The Agency used screening level
water exposure models in the dietary
exposure analysis and risk assessment
for azoxystrobin in drinking water.
These simulation models take into
account data on the physical, chemical,
and fate/transport characteristics of
azoxystrobin. Further information
regarding EPA drinking water models
used in pesticide exposure assessment
can be found at http://www.epa.gov/
oppefed1/models/water/index.htm.

Based on the First Index Reservoir
Screening Tool (FIRST) model for
surface water and the Screening
Concentration in Ground Water (SCI-
GROW) model for ground water, the
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estimated drinking water concentrations
(EDWCs) of azoxystrobin for acute
exposures are estimated to be 173 parts
per billion (ppb) for surface water and
3.1 ppb for ground water and for
chronic exposures for non-cancer
assessments are estimated to be 33 ppb
for surface water and 3.1 ppb for ground
water. Modeled estimates of drinking
water concentrations were directly
entered into the dietary exposure model.
For acute dietary risk assessment, the
water concentration value of 173 ppb for
surface water was used to assess the
contribution to drinking water. For
chronic dietary risk assessment, the
water concentration value of 33 ppb for
surface water was used to assess the
contribution to drinking water.

3. From non-dietary exposure. The
term ‘“‘residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets).

Azoxystrobin is currently registered
for the following uses that could result
in residential exposures: residential turf
grass and ornamentals, as well as indoor
surfaces. EPA assessed residential
exposure using the following
assumptions. Residential handlers may
receive short-term dermal and
inhalation exposure to azoxystrobin
when mixing, loading and applying the
formulations. Adults and children may
be exposed to azoxystrobin residues
from dermal contact with foliage/
surfaces during postapplication
activities. Toddlers may receive short-
and intermediate-term oral exposure
from incidental ingestion during
postapplication activities.

4. Cumulative effects from substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information” concerning the
cumulative effects of a particular
pesticide’s residues and “other
substances that have a common
mechanism of toxicity.”

EPA has not found azoxystrobin to
share a common mechanism of toxicity
with any other substances, and
azoxystrobin does not appear to produce
a toxic metabolite produced by other
substances. For the purposes of this
tolerance action, therefore, EPA has
assumed that azoxystrobin does not
have a common mechanism of toxicity
with other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such

chemicals, see EPA’s website at http://
www.epa.gov/pesticides/cumulative.

D. Safety Factor for Infants and
Children

1. In general. Section 408(b)(2)(c) of
FFDCA provides that EPA shall apply
an additional tenfold (10X) margin of
safety for infants and children in the
case of threshold effects to account for
prenatal and postnatal toxicity and the
completeness of the database on toxicity
and exposure unless EPA determines
based on reliable data that a different
margin of safety will be safe for infants
and children. This additional margin of
safety is commonly referred to as the
FQPA (Food Quality Protection Act)
safety factor (SF). In applying this
provision, EPA either retains the default
value of 10X, or uses a different
additional safety factor when reliable
data available to EPA support the choice
of a different factor.

2. Prenatal and postnatal sensitivity.
The available studies do not indicate
any evidence of increased susceptibility
and there are no residual uncertainties
with regard to prenatal toxicity in rats
or rabbits following in utero and/or
postnatal exposure to azoxystrobin. In
the prenatal developmental toxicity
studies in rats and rabbits and the 2—
generation reproduction study in rats,
any observed toxicity to the offspring
occurred at equivalent or higher doses
than it did to parental animals.

3. Conclusion. The Agency has
retained the FQPA SF at 3X, for the
following reasons:

i. The toxicology data base is
complete.

ii. The developmental and
reproductive toxicity data do not
indicate increased susceptibility of rats
or rabbits to in utero and/or postnatal
exposure.

iii. Although a NOAEL was not
identified in the study used to derive
the aPAD, a 3X (as opposed to a 10X)
is adequate to extrapolate a NOAEL due
to the low concern for the effect seen
taking into account the nature of the
effect seen (transient diarrhea) and the
overall toxicity of this chemical;

iv. The acute dietary food exposure
assessment utilizes existing and
proposed tolerance level residues and
100 PCT information for all
commodities;

v. The chronic dietary exposure
analysis for azoxystrobin is a somewhat
refined assessment using less than
100% of the crop treated data for
selected existing crops (but a 100 PCT
value for all new crops);

vi. The exposure assessments will not
underestimate the potential dietary
(food and drinking water) or non-dietary

exposures for infants and children from
the use of azoxystrobin;

vii. The dietary drinking water
assessment utilizes water concentration
values generated by model and
associated modeling parameters which
are designed to provide conservative,
health protective, high-end estimates of
water concentrations which are not
likely to be exceeded; and

viii. The residential postapplication
assessment is based upon the residential
standard operating procedures. The
assessment is based upon surrogate
study data. These data are reliable and
are not expected to underestimate risk
to adults or children. The residential
SOPs are based upon reasonable “worst-
case’” assumptions and are not expected
to underestimate risk.

E. Aggregate Risks and Determination of
Safety

EPA determines whether acute and
chronic pesticide exposures are safe by
comparing aggregate exposure estimates
to the aPAD and cPAD. The aPAD and
cPAD represent the highest safe
exposures, taking into account all
appropriate SFs. EPA calculates the
aPAD and cPAD by dividing the POD by
all applicable UFs. For linear cancer
risks, EPA calculates the probability of
additional cancer cases given the
estimated aggregate exposure. Short-,
intermediate-, and chronic-term risks
are evaluated by comparing the
estimated aggregate food, water, and
residential exposure to the POD to
ensure that the MOE called for by the
product of all applicable UFs is not
exceeded.

1. Acute risk. An acute aggregate risk
assessment takes into account exposure
estimates from acute dietary
consumption of food and drinking
water, and does not include dermal,
inhalation, or incidental oral exposure.
Using these exposure assumptions, EPA
has concluded that acute exposure to
azoxystrobin will occupy 70% of the
aPAD for children 1-2 years old, the
population group receiving the greatest
exposure, and 25% of the aPAD for the
U.S. population as a whole.

2. Chronic risk. The chronic aggregate
risk assessment takes into account
average estimates of exposure to
azoxystrobin from consumption in food
and drinking water. Using these
exposure assumptions, EPA has
concluded that chronic exposure to
azoxystrobin will utilize 15% of the
cPAD for children 1-2 years old, the
population group receiving the greatest
exposure, and 6% of the cPAD for the
U.S. population as a whole.

3. Short-term risk. Short-term
aggregate exposure takes into account
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short-term (1-30 day) residential
exposure plus chronic exposure to food
and drinking water (considered to be a
background exposure level).

Azoxystrobin is currently registered
for uses that could result in short-term
residential exposure both for adults
(because there is a residential handler
inhalation exposure scenario) and for
toddlers and children (because there is
a residual post-application oral
exposure scenario). Dermal studies with
azoxystrobin identified no toxic
endpoints so dermal exposure to
azoxystrobin is not expected to pose a
short-term risk. The Agency has
determined that it is appropriate to
aggregate chronic exposure through food
and drinking water with short-term
residential exposures to azoxystrobin in
performing this assessment. High-end
estimates of residential exposure are
used in the short-term assessment but
average (i.e., chronic) exposure values
are used for food and drinking water
exposure. Toddlers’ incidental oral
exposure is assumed to include hand-to-
mouth exposure, object-to-mouth
exposure, and exposure via incidental
ingestion of soil.

Using the exposure assumptions
described in this unit for short-term
exposures, EPA has calculated the
following aggregated short-term food,
water, and residential exposures and
resulting MOEs. For the U.S. population
and all assessed subgroups the NOAEL
used was 25 milligrams/kilograms/day
(mg/kg/day). For the U.S. population the
estimated food and drinking water
exposure was 0.009878 mg/kg/day, the
residential exposure estimate was
0.00011 mg/kg/day, and the aggregate
MOE was 2503. For the subgroup
children (1-2 years) the estimated food
and drinking water exposure was
0.026629 mg/kg/day, the residential
exposure estimate was 0.089 mg/kg/day,
and the aggregate MOE was 216. For the
subgroup youth (13-19 years) the
estimated food and drinking water
exposure was 0.009499 mg/kg/day, the
residential exposure estimate was
0.00011 mg/kg/day, and the aggregate
MOE was 2602. For the subgroup
females (13-49 years old) the estimated
food and drinking water exposure was
0.008081 mg/kg/day, the residential
exposure estimate was 0.00011 mg/kg/
day, and the aggregate MOE was 3052.
None of these MOEs exceeds the
Agency'’s level of concern for
azoxystrobin. The level of concern for
azoxystrobin is for MOEs below 100.

4. Intermediate-term risk.
Intermediate-term aggregate exposure
takes into account intermediate-term (1
to 6 months) residential exposure plus
chronic exposure to food and water

(considered to be a background
exposure level).

Azoxystrobin is currently registered
for uses that could result in
intermediate-term residential oral
exposure for toddlers and children, so
an exposure assessment was conducted
for that scenario. No endpoint has been
selected for intermediate-term dermal
exposure to azoxystrobin so no dermal
assessment was performed.
Intermediate-term residential handler
scenarios are not expected to occur, so
this risk assessment was not conducted
for adults. The Agency has determined
that it is appropriate to aggregate
chronic exposure to azoxystrobin
through food and drinking water with
intermediate-term residential exposures
to azoxystrobin in doing this
assessment. High-end estimates of
residential exposure are used in the
intermediate-term assessment but
average (i.e., chronic) exposure values
are used for food and drinking water
exposure.

Using the exposure assumptions
described in this unit for intermediate-
term exposures, EPA has concluded that
the combined intermediate-term food,
water, and residential exposures
aggregated result in an aggregate MOE
for the population subgroup children 1-
2 years old of 291, which does not
exceed the Agency’s level of concern.
This value and MOE are derived from a
NOAEL for this subgroup of 20 mg/kg/
day, an LOC MOE of 100, an estimated
average food and drinking water
exposure of 0.026629 mg/kg/day, and an
estimated oral residential exposure of
0.042 mg/kg/day.

5. Aggregate cancer risk for U.S.
population. The Agency has determined
that azoxystrobin is not likely to be a
human carcinogen, and thus
azoxystrobin is not expected to pose a
cancer risk.

6. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to the general
population, or to infants and children
from aggregate exposure to azoxystrobin
residues.

IV. Other Considerations

A. Analytical Enforcement Methodology

For analysis of plant commodities for
residues of azoxystrobin and the Z
isomer of azoxystrobin a gas
chromatography with nitrogen
phosphorus detector (GC/NPD) method
(RAM 243/04) has been validated by the
Agency, revised, and sent to the Food
and Drug Administration (FDA) for
inclusion in the Pesticide Analytical
Manual (PAM), Volume II. This method

is adequate for enforcement of the
tolerance expression.

The method may be requested from:
Chief, Analytical Chemistry Branch,
Environmental Science Center, 701
Mapes Rd., Ft. Meade, MD 20755-5350;
telephone number: (410) 305-2905; e-
mail address: residuemethods@epa.gov.

B. International Residue Limits

No CODEX maximum residue levels
(MRLSs) have been established for
azoxystrobin. No Canadian or Mexican
MRLs have been established for
azoxystrobin in or on the crops for
which tolerances are being established
in this document.

C. Revisions to Petitioned-For
Tolerances

Based upon review of the data
supporting the petition, EPA is not
modifying the existing tolerances for
ruminant and swine raw agricultural
commodities (RACs) because a
recalculation of the dietary burdens of
ruminants and swine indicates that no
such changes are necessary, while the
proposed kidney and liver tolerances
are covered by existing meat byproducts
tolerances. EPA is not establishing
tolerances for poultry RACs because a
recalculation of dietary burdens for
poultry continues to indicate that there
is no reasonable expectation of finite
residues in poultry commodities. EPA is
raising the proposed tolerance for
sorghum grain from 9 ppm to 11 ppm
based on a review of the residue field
trial data and EPA’s statistical
examination of the residue data. The
proposed tolerance of 112 ppm in or on
aspirated grain fractions is being raised
to 420 ppm based on a residue for
sorghum grain of 8.46 ppm and a
processing factor of 49.4x. EPA is
reducing the proposed tolerance of 30
ppm in or on wheat forage to 25 ppm
based on a review of the wheat forage
field trial data and EPA’s statistical
examination of the residue data; these
data have also been translated to barley,
forage with the result that this proposed
tolerance is also being reduced from 30
to 25 ppm. A review of the residue data
from use on cotton leads EPA to reduce
the proposed tolerance for undelinted
cotton seed from 0.7 to 0.6 ppm and to
increase the proposed tolerance for
cotton gin byproducts from 35 to 45
ppm. EPA is also raising the proposed
tolerance for non-grass animal feeds,
forage from 35 to 45 ppm and the
proposed tolerance for non-grass animal
feeds, hay from 100 to 120 ppm based
on a review of the field trial data for use
on alfalfa and clover forage and hay and
EPA’s statistical examination of the
residue data. EPA is also revoking the
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time-limited tolerance for Brassica, head
and stem, subgroup 5A of 30 ppm, and
for safflower, seed at 1.0 ppm, both in
40 CFR 180.507(b), because they expired
on December 31, 2006, and June 30,
2008, respectively. Furthermore,
Brassica, head and stem, subgroup 5A
and safflower, seed have existing
tolerances under 40 CFR 180.507(a)(1).
The rice, wild time-limited tolerance in
40 CFR 180.507(b) is also being revoked
because it is being superceded by a
permanent tolerance for rice, wild,
grain.

V. Conclusion

Therefore, tolerances are established
for combined residues of azoxystrobin
(methyl (E)-2-(2-(6-(2-
cyanophenoxy)pyrimidin-4-
yloxy)phenyl)-3-methoxyacrylate) and
the Z isomer of azoxystrobin (methyl
(Z)-2-(2-(6-(2-cyanophenoxy)pyrimidin-
4-yloxy)phenyl)-3-methoxyacrylate) in
or on animal feed, nongrass, forage,
group 18 at 45 ppm; animal feed,
nongrass, hay, group 18 at 120 ppm;
barley, forage at 25 ppm; cotton, gin
byproducts at 45 ppm; cotton,
undelinted seed at 0.6 ppm; grain,
aspirated fractions at 420 ppm; rice,
wild, grain at 5.0 ppm; sorghum, forage
at 25 ppm; sorghum, grain at 11 ppm;
sorghum, stover at 40 ppm; and wheat,
forage at 25 ppm.

VI. Statutory and Executive Order
Reviews

This final rule establishes tolerances
under section 408(d) of FFDCA in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this final rule
has been exempted from review under
Executive Order 12866, this final rule is
not subject to Executive Order 13211,
Actions Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001) or Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety

Risks (62 FR 19885, April 23, 1997).
This final rule does not contain any
information collections subject to OMB
approval under the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
seq., nor does it require any special
considerations under Executive Order
12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994).

Since tolerances and exemptions that
are established on the basis of a petition
under section 408(d) of FFDCA, such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply.

This final rule directly regulates
growers, food processors, food handlers,
and food retailers, not States or tribes,
nor does this action alter the
relationships or distribution of power
and responsibilities established by
Congress in the preemption provisions
of section 408(n)(4) of FFDCA. As such,
the Agency has determined that this
action will not have a substantial direct
effect on States or tribal governments,
on the relationship between the national
government and the States or tribal
governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
tribes. Thus, the Agency has determined
that Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999) and Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 9, 2000) do not apply
to this final rule. In addition, this final
rule does not impose any enforceable
duty or contain any unfunded mandate
as described under Title II of the
Unfunded Mandates Reform Act of 1995
(UMRA) (Public Law 104-4).

This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995

(NTTAA), Public Law 104-113, section
12(d) (15 U.S.C. 272 note).

VII. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report to each House of
the Congress and to the Comptroller
General of the United States. EPA will
submit a report containing this rule and
other required information to the U.S.
Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States prior to
publication of this final rule in the
Federal Register. This final rule is not
a “major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: June 30, 2008.
Lois Rossi,
Director, Registration Division, Office of
Pesticide Programs.

m Therefore, 40 CFR chapter Iis
amended as follows:

PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

m 2. Section 180.507 is amended by:

m i. Removing the first entry for “grain,
aspirated fractions” at 10 ppm in
paragraph (a)(1).

m ii. Revising the entries “cotton, gin
byproducts”; “cotton, undelinted seed”’;
and ‘“‘grain, aspirated fractions.”

m iii. Alphabetically adding entries to
the table in paragraph (a)(1).

m iv. Removing the text of paragraph (b)
and reserving the paragraph designation
and heading.

§180.507 Azoxystrobin; tolerances for
residues.

(a) General. (1) * * *

Commodity

Parts per million

Animal feed, nongrass, forage, group 18 ...........

Animal feed, nongrass, hay, group 18

Barley, forage

Cotton, gin byproducts ........c.cccevevriieenieniennieens
Cotton, undelinted seed .........cccocvvrveerieinicnieene

Grain, aspirated fractions

* * * * *
* * * * *
* * * * *

45
120

25

45
0.6

420
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Commodity Parts per million
RICE, Wild, Grain ..o 5.0
STe (o o010 0 TR (o] = Lo =TSSP 25
Sorghum, grain 11
Sorghum, stover 40
Wheat, fOrAgE ....oooueiiiiiiee et 25

* * * * *

(b) Section 18 emergency exemption.
[Reserved]

* * * * *
[FR Doc. E8-15517 Filed 7—8—08; 8:45 am]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2007-0871; FRL—8370-2]
Flumioxazin; Pesticide Tolerances

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes
tolerances for residues of flumioxazin in
or on corn, field grain; corn, field forage;
and corn, field stover. Valent U.S.A.
Corporation requested these tolerances
under the Federal Food, Drug, and
Cosmetic Act (FFDCA).

DATES: This regulation is effective July
9, 2008. Objections and requests for
hearings must be received on or before
September 8, 2008, and must be filed in
accordance with the instructions
provided in 40 CFR part 178 (see also
Unit I.C. of the SUPPLEMENTARY
INFORMATION).

ADDRESSES: EPA has established a
docket for this action under docket
identification (ID) number EPA-HQ-
OPP-2007-0871. To access the
electronic docket, go to http://
www.regulations.gov, select “Advanced
Search,” then “Docket Search.” Insert
the docket ID number where indicated
and select the “Submit” button. Follow
the instructions on the regulations.gov
website to view the docket index or
access available documents. All
documents in the docket are listed in
the docket index available in
regulations.gov. Although listed in the
index, some information is not publicly
available, e.g., Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on

the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available in the electronic docket at
http://www.regulations.gov, or, if only
available in hard copy, at the OPP
Regulatory Public Docket in Rm. S—
4400, One Potomac Yard (South Bldg.),
2777 S. Crystal Dr., Arlington, VA. The
Docket Facility is open from 8:30 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The Docket
Facility telephone number is (703) 305—
5805.

FOR FURTHER INFORMATION CONTACT:
Joanne I. Miller, Registration Division
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 305—6224; e-mail address:
miller.joanne@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information

A. Does this Action Apply to Me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to those engaged in the
following activities:

¢ Crop production (NAICS code 111).

e Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

o Pesticide manufacturing (NAICS
code 32532).

This listing is not intended to be
exhaustive, but rather to provide a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How Can I Access Electronic Copies
of this Document?

In addition to accessing an electronic
copy of this Federal Register document
through the electronic docket at http://
www.regulations.gov, you may access
this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr. You may
also access a frequently updated
electronic version of EPA’s tolerance
regulations at 40 CFR part 180 through
the Government Printing Office’s pilot
e-CFR site at http://www.gpoaccess.gov/
ecfr.

C. Can I File an Objection or Hearing
Request?

Under section 408(g) of FFDCA, any
person may file an objection to any
aspect of this regulation and may also
request a hearing on those objections.
You must file your objection or request
a hearing on this regulation in
accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2007-0871 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
as required by 40 CFR part 178 on or
before September 8, 2008.

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing that does not
contain any CBI for inclusion in the
public docket that is described in
ADDRESSES. Information not marked
confidential pursuant to 40 CFR part 2
may be disclosed publicly by EPA
without prior notice. Submit this copy,
identified by docket ID number EPA—
HQ-OPP-2007-0871, by one of the
following methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the on-line
instructions for submitting comments.

e Mail: Office of Pesticide Programs
(OPP) Regulatory Public Docket (7502P),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001.
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e Delivery: OPP Regulatory Public
Docket (7502P), Environmental
Protection Agency, Rm. S—4400, One
Potomac Yard (South Bldg.), 2777 S.
Crystal Dr., Arlington, VA. Deliveries
are only accepted during the Docket’s
normal hours of operation (8:30 a.m. to
4 p.m., Monday through Friday,
excluding legal holidays). Special
arrangements should be made for
deliveries of boxed information. The
Docket Facility telephone number is
(703) 305-5805.

II. Petition for Tolerance

In the Federal Register of September
28, 2007 (72 FR 55204) (FRL—8147-1),
EPA issued a notice pursuant to section
408(d)(3) of FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide petition (PP 7F7243) by Valent
U.S.A. Corporation, 1600 Riviera
Avenue, Suite 200, Walnut Creek, CA
94596. The petition requested that 40
CFR 180.568 be amended by
establishing tolerances for residues of
the herbicide flumioxazin, 2-[7-fluoro-
3,4-dihydro-3-oxo0-4-(2-propynyl)-2H-
1,4-benzoxazin-6-yl]-4,5,6,7-tetrahydro-
1H-isoindole-1,3(2H)-dione, in or on
corn, field grain; corn, field forage; and
corn, field stover at 0.02 parts per
million (ppm). That notice referenced a
summary of the petition prepared by
Valent U.S.A. Corporation, the
registrant, which is available to the
public in the docket, http://
www.regulations.gov. There were no
comments received in response to the
notice of filing.

III. Aggregate Risk Assessment and
Determination of Safety

Section 408(b)(2)(A)@) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is ““safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines “safe”” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
of infants and children to the pesticide
chemical residue in establishing a
tolerance and to “‘ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue....”

Consistent with section 408(b)(2)(D)
of FFDCA, and the factors specified in
section 408(b)(2)(D) of FFDCA, EPA has
reviewed the available scientific data
and other relevant information in
support of this action. EPA has
sufficient data to assess the hazards of
and to make a determination on
aggregate exposure for the petitioned-for
tolerances for residues of flumioxazin
on corn, field grain; corn, field forage;
and corn, field stover at 0.02 ppm.
EPA’s assessment of exposures and risks
associated with establishing tolerances
follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children.

Flumioxazin has mild or no acute
toxicity when administered orally,
dermally, or by inhalation. It has little
or no toxicity with regard to eye
irritation or skin irritation and is not a
dermal sensitizer. Subchronic and
chronic toxicity studies demonstrated
that the target organs of flumioxazin are
the liver, spleen and cardiovascular
system. Developmental effects were
observed in developmental rat studies.
These effects were fetal cardiovascular
anomalies (especially ventricular septal
defects). Flumioxazin has been
classified as a “Not Likely Human
Carcinogen,” based on the lack of
carcinogenicity in a 2—year rat study, an
18—-month mouse study, and a battery of
mutagenic studies.

Specific information on the studies
received and the nature of the adverse
effects caused by flumioxazin as well as
the no-observed-adverse-effect-level
(NOAEL) and the lowest-observed-
adverse-effect-level (LOAEL) from the
toxicity studies can be found at http://
www.regulations.gov in document
“Flumioxazin; Human Health Risk
Assessment for the Proposed Food Use
on Field Corn,” at page 39 in docket ID
number EPA-HQ-OPP-2007-0871.

B. Toxicological Endpoints

For hazards that have a threshold
below which there is no appreciable
risk, a toxicological point of departure
(POD) is identified as the basis for
derivation of reference values for risk
assessment. The POD may be defined as
the NOAEL in the toxicology study
identified as appropriate for use in risk
assessment. However, if a NOAEL

cannot be determined, the LOAEL or a
Benchmark Dose (BMD) approach is
sometimes used for risk assessment.
Uncertainty/safety factors (UFs) are
used in conjunction with the POD to
take into account uncertainties inherent
in the extrapolation from laboratory
animal data to humans and in the
variations in sensitivity among members
of the human population as well as
other unknowns. Safety is assessed for
acute and chronic dietary risks by
comparing aggregate food and water
exposure to the pesticide to the acute
population adjusted dose (aPAD) and
chronic population adjusted dose
(cPAD). The aPAD and cPAD are
calculated by dividing the POD by all
applicable UFs. Aggregate short-term,
intermediate-term, and chronic-term
risks are evaluated by comparing food,
water, and residential exposure to the
POD to ensure that the margin of
exposure (MOE) called for by the
product of all applicable UFs is not
exceeded. This latter value is referred to
as the Level of Concern (LOC).

For non-threshold risks, the Agency
assumes that any amount of exposure
will lead to some degree of risk. Thus,
the Agency estimates risk in terms of the
probability of an occurrence of the
adverse effect greater than that expected
in a lifetime. For more information on
the general principles EPA uses in risk
characterization and a complete
description of the risk assessment
process, see http://www.epa.gov/
pesticides/factsheets/riskassess.htm.

A summary of the toxicological
endpoints for flumioxazin used for
human risk assessment can be found at
http://www.regulations.gov in document
“Flumioxazin; Human Health Risk
Assessment for the Proposed Food Use
on Field Corn,” at page 23 in docket ID
number EPA-HQ-OPP-2007-0871.

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to flumioxazin, EPA
considered exposure under the
petitioned-for tolerances as well as all
existing flumioxazin tolerances in (40
CFR 180.568). EPA assessed dietary
exposures from flumioxazin in food as
follows:

i. Acute exposure. Quantitative acute
dietary exposure and risk assessments
are performed for a food-use pesticide,
if a toxicological study has indicated the
possibility of an effect of concern
occurring as a result of a 1-day or single
exposure. No such effect was identified
for the general population. However,
EPA identified potential acute effects,
e.g., cardiovascular effects in offspring,
for the population subgroup, females 13
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to 49 years. In estimating acute dietary
exposure, EPA used food consumption
information from the U.S. Department of
Agriculture (USDA) 1994-1996
Nationwide Continuing Surveys of Food
Intake by Individuals (CSFII). As to
residue levels in food, EPA assumed all
foods for which there are tolerances
(current and proposed) were treated
(100% crop treated assumption) and
contain tolerance-level residues. Percent
crop treated (PCT) and/or anticipated
residues were not used in the acute risk
assessment.

ii. Chronic exposure. In conducting
the chronic dietary exposure assessment
EPA used the food consumption data
from the USDA 1994-1996 CSFII. As to
residue levels in food, EPA assumed all
foods for which there are tolerances
(current and proposed) were treated
(100 PCT assumption) and contain
tolerance-level residues. Percent crop
treated (PCT) and/or anticipated
residues were not used in the risk
assessment.

iii. Cancer. The Agency has
determined that flumioxazin is “not
likely to be a human carcinogen” based
on the lack of carcinogenicity in a 2-rat
study, an 18 month mouse study, and a
battery of mutagenic studies. Therefore,
a quantitative exposure assessment to
evaluate cancer risk is unnecessary.

2. Dietary exposure from drinking
water. The Agency used screening level
water exposure models in the dietary
exposure analysis and risk assessment
for flumioxazin and its degradates, 482—
HA and APF, in drinking water. These
simulation models take into account
data on the physical, chemical, and fate/
transport characteristics of flumioxazin
and its degradates. Further information
regarding EPA drinking water models
used in pesticide exposure assessment
can be found at http://www.epa.gov/
oppefed1/models/water/index.htm.

Based on the First Index Reservoir
Screening Tool (FIRST), and Screening
Concentration in Ground Water (SCI-
GROW) models, the estimated drinking
water concentrations (EDWCs) of
flumioxazin for acute exposures are
estimated to be 34 parts per billion
(ppb) for surface water and 48 ppb for
ground water.

The EDWCs for chronic exposures for
non-cancer assessments are estimated to
be 18 ppb for surface water and 48 ppb
for ground water.

Modeled estimates of drinking water
concentrations were directly entered
into the dietary exposure model. For
acute dietary risk assessment, the water
concentration value of 48 ppb was used
to assess the contribution to drinking
water. For chronic dietary risk
assessment, the water concentration of

value 48 ppb was used to assess the
contribution to drinking water.

3. From non-dietary exposure. The
term “‘residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets).

Flumioxazin is not registered for any
specific use patterns that would result
in residential exposure.

4. Cumulative effects from substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information” concerning the
cumulative effects of a particular
pesticide’s residues and “‘other
substances that have a common
mechanism of toxicity.”

EPA has not found flumioxazin to
share a common mechanism of toxicity
with any other substances, and
flumioxazin does not appear to produce
a toxic metabolite produced by other
substances. For the purposes of this
tolerance action, therefore, EPA has
assumed that flumioxazin does not have
a common mechanism of toxicity with
other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see EPA’s website at http://
www.epa.gov/pesticides/cumulative.

D. Safety Factor for Infants and
Children

1. In general. Section 408(b)(2)(c) of
FFDCA provides that EPA shall apply
an additional tenfold (10X) margin of
safety for infants and children in the
case of threshold effects to account for
prenatal and postnatal toxicity and the
completeness of the database on toxicity
and exposure unless EPA determines
based on reliable data that a different
margin of safety will be safe for infants
and children. This additional margin of
safety is commonly referred to as the
FQPA safety factor (SF). In applying this
provision, EPA either retains the default
value of 10X, or uses a different
additional safety factor when reliable
data available to EPA support the choice
of a different factor.

2. Prenatal and postnatal sensitivity.
The pre-natal and post-natal toxicity
database for flumioxazin includes the
rat and rabbit developmental toxicity
studies and the 2—generation
reproduction toxicity study in rats.
There is evidence of quantitative
susceptibility following oral and dermal
exposures to rats. Following in utero

exposures, developmental effects
(cardiovascular anomalies) were seen in
the absence of maternal toxicity. There
is no evidence (quantitative or
qualitative) of susceptibility following
in utero oral exposure in rabbits. No
developmental toxicity was seen at the
highest dose tested (3x the Limit-Dose).
There is quantitative evidence of
susceptibility in the multi-generation
reproduction study where effects in
offspring were seen at doses lower than
those which induced effects in parental
animals.

Although increased pre-natal and
post-natal quantitative susceptibility
was seen in rats, the Agency concluded
that there is a low concern and no
residual uncertainties for pre-natal and/
or post-natal toxicity effects of
flumioxazin because:

i. Developmental toxicity (including
cardiovascular abnormalities) NOAELs
and LOAELs from pre-natal exposure
are well characterized after oral and
dermal exposure,

ii. The off-spring toxicity NOAEL and
LOAEL from post-natal exposure are
well characterized,

iii. The dose selected for risk
assessment is protective of all potential
effects.

3. Conclusion. EPA has determined
that reliable data show the safety of
infants and children would be
adequately protected if the FQPA SF
were reduced to 1X. That decision is
based on the following findings:

i. The toxicity database for
flumioxazin is complete.

ii. There is no indication that
flumioxazin is a neurotoxic chemical
and there is no need for a
developmental neurotoxicity study or
additional UFs to account for
neurotoxicity.

iii. Although there is quantitative
evidence of increased susceptibility in
the pre-natal developmental studies and
post-natal multi-generation study in
rats, EPA did not identify any residual
uncertainties after establishing toxicity
endpoints and traditional UFs to be
used in the risk assessment of
flumioxazin. The degree of concern for
pre-natal and/or post-natal toxicity is
low.

iv. There are no residual uncertainties
identified in the exposure databases.
The dietary food exposure assessments
were performed based on 100 PCT and
tolerance-level residues for all
commodities. EPA made conservative
(protective) assumptions in the ground
water and surface water modeling used
to assess exposure to flumioxazin in
drinking water. EPA used similarly
conservative assumptions to assess post
application exposure of children as well
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as incidental oral exposure of toddlers.
These assessments will not
underestimate the exposure and risks
posed by flumioxazin.

E. Aggregate Risks and Determination of
Safety

EPA determines whether acute and
chronic pesticide exposures are safe by
comparing aggregate exposure estimates
to the aPAD and cPAD. The aPAD and
cPAD represent the highest safe
exposures, taking into account all
appropriate SFs. EPA calculates the
aPAD and cPAD by dividing the POD by
all applicable UFs. For linear cancer
risks, EPA calculates the probability of
additional cancer cases given the
estimated aggregate exposure. Short-
term, intermediate-term, and chronic-
term risks are evaluated by comparing
the estimated aggregate food, water, and
residential exposure to the POD to
ensure that the MOE called for by the
product of all applicable UFs is not
exceeded.

1. Acute risk. Using the exposure
assumptions discussed in this unit for
acute exposure, the acute dietary
exposure from food and water to
flumioxazin will occupy 8% of the
aPAD for (females 13 to 49) the
population group receiving the greatest
exposure.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that chronic exposure to flumioxazin
from food and water will utilize 19% of
the cPAD for (Infants less than 1 year
old) the population group receiving the
greatest exposure. There are no
residential uses for flumioxazin.

3. Short-term risk. Short-term
aggregate exposure takes into account
short-term residential exposure plus
chronic exposure to food and water
(considered to be a background
exposure level).

Flumioxazin is not registered for any
use patterns that would result in
residential exposure. Therefore, the
short-term aggregate risk is the sum of
the risk from exposure to flumioxazin
through food and water and will not be
greater than the chronic aggregate risk.

4. Intermediate-term risk.
Intermediate-term aggregate exposure
takes into account intermediate-term
residential exposure plus chronic
exposure to food and water (considered
to be a background exposure level).

Flumioxazin is not registered for any
use patterns that would result in
intermediate-term residential exposure.
Therefore, the intermediate-term
aggregate risk is the sum of the risk from
exposure to flumioxazin through food
and water, which has already been
addressed, and will not be greater than
the chronic aggregate risk.

5. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to the general
population, or to infants and children
from aggregate exposure to flumioxazin
residues.

IV. Other Considerations
A. Analytical Enforcement Methodology

Adequate enforcement methodology
(gas chromatography/nitrogen-
phosphorus detection) is available to
enforce the tolerance expression. The
method may be requested from: Chief,
Analytical Chemistry Branch,
Environmental Science Center, 701
Mapes Rd., Ft. Meade, MD 20755-5350;
telephone number: (410) 305-2905; e-
mail address: residuemethods@epa.gov.

B. International Residue Limits

There are no established or proposed
Canadian, Mexican or Codex maximum
residue levels (MRLs) for residues of
flumioxazin in plant commodities
subject to this action.

V. Conclusion

Therefore, tolerances are established
for residues of flumioxazin, 2-[7-fluoro-
3,4-dihydro-3-0x0-4-(2-propynyl)-2H-
1,4-benzoxazin-6-yl]-4,5,6,7-tetrahydro-
1H-isoindole-1,3(2H)-dione, in or on
corn, field grain; corn, field forage; and
corn, field stover at 0.02 ppm.

VI. Statutory and Executive Order
Reviews

This final rule establishes tolerances
under section 408(d) of FFDCA in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this final rule
has been exempted from review under
Executive Order 12866, this final rule is
not subject to Executive Order 13211,
Actions Concerning Regulations That
Significantly Affect Energy Supply,

Distribution, or Use (66 FR 28355, May
22, 2001) or Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This final rule does not contain any
information collections subject to OMB
approval under the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
seq., nor does it require any special
considerations under Executive Order
12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994).

Since tolerances and exemptions that
are established on the basis of a petition
under section 408(d) of FFDCA, such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply.

This final rule directly regulates
growers, food processors, food handlers,
and food retailers, not States or tribes,
nor does this action alter the
relationships or distribution of power
and responsibilities established by
Congress in the preemption provisions
of section 408(n)(4) of FFDCA. As such,
the Agency has determined that this
action will not have a substantial direct
effect on States or tribal governments,
on the relationship between the national
government and the States or tribal
governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
tribes. Thus, the Agency has determined
that Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999) and Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 9, 2000) do not apply
to this final rule. In addition, this final
rule does not impose any enforceable
duty or contain any unfunded mandate
as described under Title II of the
Unfunded Mandates Reform Act of 1995
(UMRA) (Public Law 104—4).

This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104-113, section
12(d) (15 U.S.C. 272 note).
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VII. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report to each House of
the Congress and to the Comptroller
General of the United States. EPA will
submit a report containing this rule and
other required information to the U.S.
Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States prior to
publication of this final rule in the
Federal Register. This final rule is not
a “major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: June 26, 2008
Lois Rossi,

Director, Registration Division, Office of
Pesticide Programs

m Therefore, 40 CFR chapter Iis
amended as follows:

PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.
m 2. Section 180.568 is amended by
alphabetically adding the following
commodities to the table in paragraph
(a) to read as follows:

§180.568 Flumioxazin; tolerances for
residues.

(a) * % %
Commodity Parts per million
Corn, field, forage ........... 0.02
Corn, field, grain ............. 0.02
Corn, field, stover ........... 0.02
* * * * *

[FR Doc. E8-15316 Filed 7-8-08; 8:45 am]|
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2007-0475; FRL-8367-1]
Spirotetramat; Pesticide Tolerances

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Final rule.

SUMMARY: This regulation establishes
tolerances for combined residues of
spirotetramat and its metabolites BYI
08330-enol, BYI 08330-ketohydroxy,
BYI08330-enol-, and BYI 08330-mono-
hydroxy, calculated as spirotetramat
equivalents, in or on vegetable, tuberous
and corm, subgroup 1C; potato, flakes;
onion, bulb, subgroup 3A-07; vegetable,
leafy, except brassica, group 4; brassica,
head and stem, subgroup 5A; brassica,
leafy greens, subgroup 5B; vegetable,
fruiting, group 8; vegetable, cucurbit,
group 9; fruit, citrus, group 10; citrus,
oil; fruit, pome, group 11; fruit, stone,
group 12; nut, tree, group 14; almond,
hulls; small fruit vine climbing
subgroup, except fuzzy kiwifruit,
subgroup 13-07F; grape; raisin;
strawberry; hop, dried cones; and for the
combined residues of spirotetramat and
its metabolite BYI 08330-enol,
calculated as spirotetramat equivalents,
in or on milk; and meat, fat, and meat
byproducts of cattle, goat; sheep, and
horse. Bayer CropScience requested
these tolerances under the Federal Food,
Drug, and Cosmetic Act (FFDCA).
DATES: This regulation is effective July
9, 2008. Objections and requests for
hearings must be received on or before
September 8, 2008, and must be filed in
accordance with the instructions
provided in 40 CFR part 178 (see also
Unit I.C. of the SUPPLEMENTARY
INFORMATION).

ADDRESSES: EPA has established a
docket for this action under docket
identification (ID) number EPA-HQ-
OPP-2007-0475. To access the
electronic docket, go to http://
www.regulations.gov, select “Advanced
Search,” then “Docket Search.” Insert
the docket ID number where indicated
and select the “Submit” button. Follow
the instructions on the regulations.gov
website to view the docket index or
access available documents. All
documents in the docket are listed in
the docket index available in
regulations.gov. Although listed in the
index, some information is not publicly
available, e.g., Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available in the electronic docket at
http://www.regulations.gov, or, if only
available in hard copy, at the OPP
Regulatory Public Docket in Rm. S—
4400, One Potomac Yard (South Bldg.),
2777 S. Crystal Dr., Arlington, VA. The

Docket Facility is open from 8:30 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The Docket
Facility telephone number is (703) 305—
5805.

FOR FURTHER INFORMATION CONTACT: Rita
Kumar, Registration Division (7505P),
Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 308-8291; e-mail address:
kumar.rita@epa.gov.

SUPPLEMENTARY INFORMATION:
1. General Information

A. Does this Action Apply to Me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to those engaged in the
following activities:

¢ Crop production (NAICS code 111).

¢ Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

e Pesticide manufacturing (NAICS
code 32532).

This listing is not intended to be
exhaustive, but rather to provide a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How Can I Access Electronic Copies
of this Document?

In addition to accessing an electronic
copy of this Federal Register document
through the electronic docket at http://
www.regulations.gov, you may access
this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr. You may
also access a frequently updated
electronic version of EPA’s tolerance
regulations at 40 CFR part 180 through
the Government Printing Office’s pilot
e-CFR site at http://www.gpoaccess.gov/
ecfr.

C. Can I File an Objection or Hearing
Request?

Under section 408(g) of FFDCA, any
person may file an objection to any
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aspect of this regulation and may also
request a hearing on those objections.
You must file your objection or request
a hearing on this regulation in
accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2007-0475 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
as required by 40 CFR part 178 on or
before September 8, 2008.

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing that does not
contain any CBI for inclusion in the
public docket that is described in
ADDRESSES. Information not marked
confidential pursuant to 40 CFR part 2
may be disclosed publicly by EPA
without prior notice. Submit this copy,
identified by docket ID number EPA—
HQ-OPP-2007-0475, by one of the
following methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the on-line
instructions for submitting comments.

e Mail: Office of Pesticide Programs
(OPP) Regulatory Public Docket (7502P),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001.

e Delivery: OPP Regulatory Public
Docket (7502P), Environmental
Protection Agency, Rm. S—4400, One
Potomac Yard (South Bldg.), 2777 S.
Crystal Dr., Arlington, VA. Deliveries
are only accepted during the Docket’s
normal hours of operation (8:30 a.m. to
4 p.m., Monday through Friday,
excluding legal holidays). Special
arrangements should be made for
deliveries of boxed information. The
Docket Facility telephone number is
(703) 305-5805.

II. Petition for Tolerance

In the Federal Register of July 15,
2007 (FR 40877) (FRL-8137-1), EPA
issued a notice pursuant to section
408(d)(3) of FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide petition (PP 6F7119) by Bayer
CropScience LLC, 2 T.W. Alexander
Drive, Research Triangle Park, NC 27709
. The petition requested that 40 CFR
part 180 be amended by establishing
tolerances for residues of the insecticide
spirotetramat, (cis-3-(2,5-
dimethlyphenyl)-8-methoxy-2-oxo-1-
azaspiro [4.5] dec-3-en-4-yl-ethyl
carbonate, and its metabolite cis-3-(2,5-
dimethylphenyl)-4-hydroxy-8-methoxy-
1-azaspiro4.5dec-3-en-2-one, calculated
as spirotetramat equivalents, in or on
the raw agricultural commodities

vegetable, tuberous and corm, subgroup
1C at 1.0 parts per million (ppm);
potato, granules/flakes at 2.5 ppm;
onions, dry bulb, subgroup 3A at 0.3
ppm; vegetables, leafy, except brassica,
group 4 at 5.0 ppm brassica, head and
stem, subgroup 5A at 3.0 ppm; brassica,
leafy greens, subgroup 5B at 16.0 ppm;
vegetables, fruiting, group 8 at 1.0 ppm;
tomato, dried pomace at 2.5 ppm;
vegetable, cucurbit, group 9 at 0.2 ppm;
fruit, citrus, group 10 at 0.5 ppm; citrus,
oil at 4.0 ppm; fruit, pome, group 11 at
0.5 ppm; fruit, stone, group 12 at 2.0
pPpm; nut, tree, group 14 at 0.5 ppm,;
almond, hulls at 9.0 ppm; grape at 1.0
ppm; grape, raisin at 2.5 ppm; hop at
10.0 ppm; strawberry at 0.5 ppm; cattle,
goat, hog, sheep and horse, meat at 0.01
ppm; cattle, goat, hog, sheep and horse,
fat at 0.01 ppm; cattle, goat, hog, sheep
and horse, liver at 0.01 ppm; cattle, goat,
hog, sheep and horse, meat byproducts,
except liver at 0.02 ppm. That notice
referenced a summary of the petition
prepared by Bayer CropScience, the
registrant, which is available to the
public in the docket, http://
www.regulations.gov. There were no
comments received in response to the
notice of filing.

Based upon review of the data
supporting the petition, EPA has revised
tolerance expression for vegetable,
tuberous and corm, subgroup 1C; potato,
granules/flakes; vegetables, leafy, except
brassica, group 4; brassica, head and
stem, subgroup 5A; brassica, leafy
greens, subgroup 5B; vegetables,
fruiting, group 8; tomato, dried pomace;
vegetable, cucurbit, group 9; fruit,
citrus, group 10; citrus, oil; fruit, pome,
group 11; fruit, stone, group 12; nut,
tree, group 14; small fruit vine climbing
subgroup, except fuzzy kiwifruit,
subgroup 13-07F; grape; raisin;
strawberry; cattle, goat, hog, sheep and
horse, meat; cattle, goat, hog, sheep and
horse, fat; cattle, goat, hog, sheep and
horse, liver; cattle, goat, hog, sheep and
horse, meat byproducts, except liver. A
tolerance for milk was also included.
The reasons for these changes are
explained in Unit IV.D.

ITI. Aggregate Risk Assessment and
Determination of Safety

Section 408(b)(2)(A)(i) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is “safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines “safe”” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is

reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
of infants and children to the pesticide
chemical residue in establishing a
tolerance and to “ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue. . . .”

Consistent with section 408(b)(2)(D)
of FFDCA, and the factors specified in
section 408(b)(2)(D) of FFDCA, EPA has
reviewed the available scientific data
and other relevant information in
support of this action. EPA has
sufficient data to assess the hazards of
and to make a determination on
aggregate exposure for the petitioned-for
tolerances for combined residues of
spirotetramat. EPA’s assessment of
exposures and risks associated with
establishing tolerances follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children.

The acute, short-term, and long-term
toxicity of spirotetramat is well
understood. Spirotetramat technical
demonstrated moderate to low acute
toxicity via the oral, dermal, and
inhalation routes. Spirotetramat is non-
irritating to the skin, although it is an
irritant to the eyes and exhibits a skin-
sensitization potential in animals and
humans. The thyroid and thymus glands
were target organs in oral subchronic
toxicity studies in the dog; whereas, the
testes-epididymides were the target
organs following subchronic oral
treatment of rats. Long-term toxicity
studies reflected the short-term
toxicological profile of spirotetramat
with the thymus and thyroid as target
organs following one-year oral exposure
of dogs. Chronic exposure of rats to
spirotetramat also reflected the
subchronic pattern of testicular toxicity.
No evidence of tumor formation was
found following long-term studies of
rodents, and spirotetramat was also
negative for mutagenicity and
clastogenicity in several standard in
vivo and in vitro assays.

The reproductive and developmental
toxicity potential of spirotetramat was
tested in rats and rabbits. In addition to
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testicular histopathology observed
following subchronic and chronic
exposure of rats to spirotetramat, male
reproductive toxicity was recorded in
the two-generation reproductive toxicity
study. However, development of the
sexual organs of offspring (balano-
preputial separation, vaginal opening)
was unaffected. In an investigative
study designed to explore the time of
onset of testicular toxicity in rats,
decreased epididymal sperm counts
were noted after 10 days of exposure.
Therefore, repeated dosing with
spirotetramat is necessary to produce
male reproductive toxicity in rats.
Similar effects were observed after
repeated dosing with the enol
metabolite of spirotetramat.
Developmental toxicity was not
observed with spirotetramat in the
absence of maternal toxicity in either
the rat or rabbit.

Specific information on the studies
received and the nature of the adverse
effects caused by spirotetramat as well
as the no-observed-adverse-effect-level
(NOAEL) and the lowest-observed-
adverse-effect-level (LOAEL) from the
toxicity studies can be found at http://
www.regulations.gov in document
Spirotetramat Human Health Risk
Assessment for Proposed Uses on Citrus
(Crop Group 10); Cucurbit Vegetables
(Crop Group 9); Fruiting Vegetables
(Crop Group 8); Grape (Crop Subgroup
13F); Hops; Leafy Brassica Vegetables
(Crop Group 5); Leafy Non-Brassica
Vegetables (Crop Group 4); Pome Fruit
(Crop Group 11); Potato and Other
Tuberous and Corm Vegetables (Crop
Subgroup 1C); Stone Fruit (Crop Group
12); Tree Nuts (Crop Group 14); Onions;
Strawberries; Livestock Commodities;
and Greenhouses/Nurseries, pages 38—
58 in docket ID number EPA-HQ-OPP-
2007-0475.

B. Toxicological Endpoints

For hazards that have a threshold
below which there is no appreciable
risk, a toxicological point of departure
(POD) is identified as the basis for
derivation of reference values for risk
assessment. The POD may be defined as
the highest dose at which no adverse
effects are observed (the NOAEL) in the
toxicology study identified as
appropriate for use in risk assessment.
However, if a NOAEL cannot be
determined, the lowest dose at which
adverse effects of concern are identified
(the LOAEL) or a Benchmark Dose
(BMD) approach is sometimes used for
risk assessment. Uncertainty/safety
factors (UFs) are used in conjunction
with the POD to take into account
uncertainties inherent in the
extrapolation from laboratory animal

data to humans and in the variations in
sensitivity among members of the
human population as well as other
unknowns. Safety is assessed for acute
and chronic dietary risks by comparing
aggregate food and water exposure to
the pesticide to the acute population
adjusted dose (aPAD) and chronic
population adjusted dose (cPAD). The
aPAD and cPAD are calculated by
dividing the POD by all applicable UFs.
Aggregate short-term, intermediate-term,
and chronic-term risks are evaluated by
comparing food, water, and residential
exposure to the POD to ensure that the
margin of exposure (MOE) called for by
the product of all applicable UFs is not
exceeded. This latter value is referred to
as the Level of Concern (LOC).

For non-threshold risks, the Agency
assumes that any amount of exposure
will lead to some degree of risk. Thus,
the Agency estimates risk in terms of the
probability of an occurrence of the
adverse effect greater than that expected
in a lifetime. For more information on
the general principles EPA uses in risk
characterization and a complete
description of the risk assessment
process, see http://www.epa.gov/
pesticides/factsheets/riskassess.htm.

A summary of the toxicological
endpoints for spirotetramat used for
human risk assessment can be found at
http://www.regulations.gov in document
Spirotetramat Human-Health Risk
Assessment for Proposed Uses on Citrus
(Crop Group 10); Cucurbit Vegetables
(Crop Group 9); Fruiting Vegetables
(Crop Group 8); Grape (Crop Subgroup
13F); Hops; Leafy Brassica Vegetables
(Crop Group 5); Leafy Non-Brassica
Vegetables (Crop Group 4); Pome Fruit
(Crop Group 11); Potato and Other
Tuberous and Corm Vegetables (Crop
Subgroup 1C); Stone Fruit (Crop Group
12); Tree Nuts (Crop Group 14); Onions;
Strawberries; Livestock Commodities;
and Greenhouses/Nurseries, page 21 in
docket ID number EPA-HQ-OPP-2007—
0475.

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to spirotetramat, EPA
considered exposure under the
petitioned-for tolerances. EPA assessed
dietary exposures from spirotetramat in
food as follows:

i. Acute exposure. Quantitative acute
dietary exposure and risk assessments
are performed for a food-use pesticide,
if a toxicological study has indicated the
possibility of an effect of concern
occurring as a result of a one-day or
single exposure.

In estimating acute dietary exposure,
EPA used food consumption

information from the United States
Department of Agriculture (USDA)
1994-1996 and 1998 Nationwide
Continuing Surveys of Food Intake by
Individuals (CSFII). As to residue levels
in food, EPA assumed 100 percent crop
treated (PCT), and tolerance-level
residues for all foods. Empirical and
DEEM™ (ver. 7.81) default processing
factors were used for processed
commodities. Drinking water was
incorporated directly in the dietary
assessment using the acute
concentration for surface water
generated by the First Index Resevoir
Screening Tool (FIRST) model.

ii. Chronic exposure. In conducting
the chronic dietary exposure assessment
EPA used the food consumption data
from the USDA 1994-1996 and 1998
CSFII. As to residue levels in food, EPA
conducted a conservative chronic
dietary assessment assuming average
field-trial residues, empirical and
DEEM™ (ver. 7.81) default processing
factors, and 100% CT. Drinking water
was incorporated directly into the
dietary assessment using the chronic
concentration for surface water
generated by the FIRST model.

iii. Cancer. Spirotetramat was
classified as “not likely to be
carcinogenic to humans.” Therefore, a
quantitative cancer dietary exposure
assessment was not performed.

2. Dietary exposure from drinking
water. The Agency used screening level
water exposure models in the dietary
exposure analysis and risk assessment
for spirotetramat and its metabolites in
drinking water. These simulation
models take into account data on the
physical, chemical, and fate/transport
characteristics of spirotetramat. Further
information regarding EPA drinking
water models used in pesticide
exposure assessment can be found at
http://www.epa.gov/oppefed1/models/
water/index.htm.

Based on the FIRST and Screening
Concentration in Ground Water (SCI-
GROW) models, the estimated drinking
water concentrations (EDWCs) of
spirotetramat and its metabolites:

i. For acute exposures are estimated to
be 0.212 parts per billion (ppb) for
surface water and 3.96x10-4 ppb for
ground water;

ii. For chronic exposures for non-
cancer assessments are estimated to be
1.37x10-3 ppb for surface water and
3.96x10-4 ppb for ground water.

Modeled estimates of drinking water
concentrations were directly entered
into the dietary exposure model. a. For
acute dietary risk assessment, the water
concentration value of 0.212 ppb was
used to assess the contribution to
drinking water. b. For chronic dietary
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risk assessment, the water concentration
of value 1.37x10-3 ppb was used to
assess the contribution to drinking
water.

3. From non-dietary exposure. The
term ‘“‘residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets).

Spirotetramat is not registered for any
specific use patterns that would result
in residential exposure.

4. Cumulative effects from substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information” concerning the
cumulative effects of a particular
pesticide’s residues and “other
substances that have a common
mechanism of toxicity.”

EPA has not found spirotetramat to
share a common mechanism of toxicity
with any other substances, and
spirotetramat does not appear to
produce a toxic metabolite produced by
other substances. For the purposes of
this tolerance action, therefore, EPA has
assumed that spirotetramat does not
have a common mechanism of toxicity
with other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see EPA’s website at http://
www.epa.gov/pesticides/cumulative.

D. Safety Factor for Infants and
Children

1. In general. Section 408(b)(2)(c) of
FFDCA provides that EPA shall apply
an additional tenfold (10X) margin of
safety for infants and children in the
case of threshold effects to account for
prenatal and postnatal toxicity and the
completeness of the database on toxicity
and exposure unless EPA determines
based on reliable data that a different
margin of safety will be safe for infants
and children. This additional margin of
safety is commonly referred to as the
FQPA safety factor (SF). In applying this
provision, EPA either retains the default
value of 10X, or uses a different
additional safety factor when reliable
data available to EPA support the choice
of a different factor.

2. Prenatal and postnatal sensitivity.
There is no evidence of increased
susceptibility of rat or rabbit to prenatal
or postnatal exposure to spirotetramat.
In the rat developmental toxicity study,
toxicity to offspring was observed at the
same dose as maternal toxicity, which

was also the limit dose. In the
developmental toxicity study in the
rabbit, only maternal toxicity was
observed. In both reproductive toxicity
studies, toxicity to offspring (decreased
body weight) was observed at the same
dose as parental toxicity. Therefore, no
evidence of increased susceptibility of
offspring was found across four relevant
toxicity studies with spirotetramat.

3. Conclusion. EPA has determined
that reliable data show the safety of
infants and children would be
adequately protected if the FQPA SF
were reduced to 1X. That decision is
based on the following findings:

i. The toxicity database for
spirotetramat is complete.

ii. There is no indication that
spirotetramat is a neurotoxic chemical
and there is no need for a
developmental neurotoxicity study or
additional UFs to account for
neurotoxicity. Clinical signs of toxicity
and decreased motor activity were
observed in adult rats following a single
dose of spirotetramat in the acute
neurotoxicity study in the rat; however,
these effects only attained statistical
significance at high doses and were not
observed at the limit dose in the acute
oral toxicity study in the rat. There is no
concern for neurotoxicity with
spirotetramat in the developing animal
based on the fact that brain dilation in
the one-year dog study is most likely a
congenital anomaly that was not
observed in any other study in the
spirotetramat database, and the fact that
the structurally related compounds
spirodiclofen and spiromesifen are not
neurotoxic in adults or young.

iii. There is no evidence that
spirotetramat results in increased
susceptibility in utero rats or rabbits in
the prenatal developmental studies or in
young rats in the 2-generation
reproduction study.

iv. There are no residual uncertainties
identified in the exposure databases.
The dietary food exposure assessments
were performed based on 100 PCT and
tolerance-level residues. EPA made
conservative (protective) assumptions in
the ground water and surface water
modeling used to assess exposure to
spirotetramat in drinking water. These
assessments will not underestimate the
exposure and risks posed by
spirotetramat.

v. There are no registered or proposed
uses of spirotetramat which could result
in residential exposure.

E. Aggregate Risks and Determination of
Safety

EPA determines whether acute and
chronic pesticide exposures are safe by
comparing aggregate exposure estimates

to the aPAD and cPAD. The aPAD and
cPAD represent the highest safe
exposures, taking into account all
appropriate SFs. EPA calculates the
aPAD and cPAD by dividing the POD by
all applicable UFs. For linear cancer
risks, EPA calculates the probability of
additional cancer cases given the
estimated aggregate exposure. Short-
term, intermediate-term, and chronic-
term risks are evaluated by comparing
the estimated aggregate food, water, and
residential exposure to the POD to
ensure that the margin of exposure
(MOE) called for by the product of all
applicable UFs is not exceeded.

1. Acute risk. Using the exposure
assumptions discussed in this unit for
acute exposure, the acute dietary
exposure from food and water to
spirotetramat will occupy 10% of the
aPAD for (children 1-2 years old) the
population group receiving the greatest
exposure.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that chronic exposure to spirotetramat
from food and water will utilize 77% of
the cPAD for (children 1-2 years old) the
population group receiving the greatest
exposure. There are no residential uses
for spirotetramat.

3. Short-term risk. Short-term
aggregate exposure takes into account
short-term residential exposure plus
chronic exposure to food and water
(considered to be a background
exposure level).

Spirotetramat is not registered for any
use patterns that would result in
residential exposure. Therefore, the
short-term aggregate risk is the sum of
the risk from exposure to spirotetramat
through food and water and will not be
greater than the chronic aggregate risk.

4. Intermediate-term risk.
Intermediate-term aggregate exposure
takes into account intermediate-term
residential exposure plus chronic
exposure to food and water (considered
to be a background exposure level).

Spirotetramat is not registered for any
use patterns that would result in
intermediate-term residential exposure.
Therefore, the intermediate-term
aggregate risk is the sum of the risk from
exposure to spirotetramat through food
and water, which has already been
addressed, and will not be greater than
the chronic aggregate risk.

5. Aggregate cancer risk for U.S.
population.Spirotetramat has been
classified as “Not Likely to be
Carcinogenic to Humans.” Spirotetramat
is not expected to pose a cancer risk.

6. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
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no harm will result to the general
population, or to infants and children
from aggregate exposure to spirotetramat
residues.

IV. Other Considerations

A. Analytical Enforcement Methodology

If the method is not published in the
Pesticide Analytical Manual, but has
been approved by EPA, use the
following:

Adequate enforcement methodology
liquid chromatography/mass
spectrometry/mass spectrometry (LC/
MS/MS) is available to enforce the
tolerance expression. The method may
be requested from: Chief, Analytical
Chemistry Branch, Environmental
Science Center, 701 Mapes Rd., Ft.
Meade, MD 20755-5350; telephone
number: (410) 305—-2905; e-mail address:
residuemethods@epa.gov.

B. International Residue Limits

There are no CODEX or Mexican
maximum residue limits (MRLs) for
spirotetramat. Canadian MRLs have
been established and are harmonized
with the US.

C. Response to Comments

There were no comments received in
response to the notice of filing.

D. Revisions to Petitioned-For
Tolerances

Based on residue chemistry data
submitted with this petition, several
petitioned-for tolerances were revised,
and it was considered necessary to
establish a tolerance for milk. A chart
listing the petitioned-for tolerances and
EPA recommended tolerances can be
found at http://www.regulations.gov in
document Spirotetramat Human Health
Risk Assessment for Proposed Uses on
Citrus (Crop Group 10); Cucurbit
Vegetables (Crop Group 9); Fruiting
Vegetables (Crop Group 8); Grape (Crop
Subgroup 13F); Hops; Leafy Brassica
Vegetables (Crop Group 5); Leafy Non-
Brassica Vegetables (Crop Group 4);
Pome Fruit (Crop Group 11); Potato and
Other Tuberous and Corm Vegetables
(Crop Subgroup 1C); Stone Fruit (Crop
Group 12); Tree Nuts (Crop Group 14);
Onions; Strawberries; Livestock
Commodities; and Greenhouses/
Nurseries page 65 in docket ID number
EPA-HQ-OPP-2007-0475.

V. Conclusion

Therefore, tolerances are established
for combined residues of spirotetramat
(cis-3-(2,5-dimethlyphenyl)-8-methoxy-
2-oxo-1-azaspiro [4.5] dec-3-en-4-yl-
ethyl carbonate]) and its metabolites BYI
08330-enol (cis-3-(2,5-dimethylphenyl)-
4-hydroxy-8-methoxy-1-azaspiro 4.5

dec-3-en-2-one), BYI 08330-ketohydroxy
(cis-3-(2,5-dimethylphenyl)-3-hydroxy-
8-methoxy-1-azaspiro 4.5 decane-2,4-
dione), BYI08330-enol-Glc (cis-3-(2,5-
dimethylphenyl)-8-methoxy-2-oxo-1-
azaspiro 4.5 dec-3-en-4-yl beta-D-
glucopyranoside), and BYI 08330-mono-
hydroxy (cis-3-(2,5-dimethylphenyl)-4-
hydroxy-8-methoxy-1-azaspiro 4.5
decan-2-one), calculated as
spirotetramat equivalents, in or on the
following commodities: Fruit, citrus,
group 10 at 0.60 ppm; citrus, oil at 6.0
ppm; vegetable, leafy, except brassica,
group 4 at 9.0 ppm; fruit, pome, group
11 at 0.70 ppm; fruit, stone, group 12 at
4.5 ppm; small fruit vine climbing
subgroup, except fuzzy kiwifruit,
subgroup 13-07F at 1.3 ppm; grape,
raisin at 3.0 ppm; strawberry at 0.40
ppm; onion, bulb, subgroup 3A-07 at
0.30 ppm; vegetable, fruiting, group 8 at
2.5 ppm; vegetable, cucurbit, group 9 at
0.30 ppm; brassica, head and stem,
subgroup 5A at 2.5 ppm; brassica, leafy
greens, subgroup 5B at 8.0 ppm;
vegetable, tuberous and corm, subgroup
1C at 0.60 ppm; potato, flakes at 1.6
ppm; nut, tree, group 14 at 0.25 ppm;
almond, hulls at 9.0 ppm; hop, dried
cones at 10 ppm. Tolerances are also
established for the combined residues of
spirotetramat (cis-3-(2,5-
dimethlyphenyl)-8-methoxy-2-oxo-1-
azaspiro 4.5 dec-3-en-4-yl-ethyl
carbonate) and its metabolite BYI 08330-
enol (cis-3-(2,5-dimethylphenyl)-4-
hydroxy-8-methoxy-1-azaspiro 4.5 dec-
3-en-2-one), calculated as spirotetramat
equivalents, in/on the following
livestock commodities: Milk at 0.01
ppm; cattle, meat at 0.02 ppm; cattle, fat
at 0.02 ppm; cattle, meat byproducts at
0.02 ppm; goat, meat at 0.02 ppm; goat,
fat at 0.02 ppm; goat, meat byproducts
at 0.02 ppm; sheep, meat at 0.02 ppm;
sheep, fat at 0.02 ppm; sheep, meat
byproducts at 0.02 ppm; horse, meat at
0.02 ppm; horse, fat at 0.02 ppm; horse,
meat byproducts at 0.02 ppm.

VI. Statutory and Executive Order
Reviews

This final rule establishes tolerances
under section 408(d) of FFDCA in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this final rule
has been exempted from review under
Executive Order 12866, this final rule is
not subject to Executive Order 13211,
Actions Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001) or Executive Order 13045,

entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This final rule does not contain any
information collections subject to OMB
approval under the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
seq., nor does it require any special
considerations under Executive Order
12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994).

Since tolerances and exemptions that
are established on the basis of a petition
under section 408(d) of FFDCA, such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply.

This final rule directly regulates
growers, food processors, food handlers,
and food retailers, not States or tribes,
nor does this action alter the
relationships or distribution of power
and responsibilities established by
Congress in the preemption provisions
of section 408(n)(4) of FFDCA. As such,
the Agency has determined that this
action will not have a substantial direct
effect on States or tribal governments,
on the relationship between the national
government and the States or tribal
governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
tribes. Thus, the Agency has determined
that Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999) and Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 9, 2000) do not apply
to this final rule. In addition, this final
rule does not impose any enforceable
duty or contain any unfunded mandate
as described under Title II of the
Unfunded Mandates Reform Act of 1995
(UMRA) (Public Law 104—4).

This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104—113, section
12(d) (15 U.S.C. 272 note).

VII. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report to each House of
the Congress and to the Comptroller
General of the United States. EPA will
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submit a report containing this rule and
other required information to the U.S.
Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States prior to
publication of this final rule in the
Federal Register. This final rule is not
a “major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: June 24, 2008.
Debra Edwards,
Director, Office of Pesticide Programs.
m Therefore, 40 CFR chapterIis

amended as follows:

PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

m 2. Section 180.641 is added to read as
follows:

§180.641 Spirotetramat; tolerances for
residues.

(a) General. (1) Tolerances are
established for residues of the
insecticide spirotetramat (cis-3-(2,5-
dimethlyphenyl)-8-methoxy-2-oxo-1-
azaspiro [4.5] dec-3-en-4-yl-ethyl
carbonate) and its metabolites BYI
08330-enol (cis-3-(2,5-dimethylphenyl)-
4-hydroxy-8-methoxy-1-azaspiro 4.5
dec-3-en-2-one), BYI 08330-ketohydroxy
(cis-3-(2,5-dimethylphenyl)-3-hydroxy-
8-methoxy-1-azaspiro 4.5 decane-2,4-
dione), BYI08330-enol-Glc (cis-3-(2,5-
dimethylphenyl)-8-methoxy-2-oxo-1-
azaspiro 4.5 dec-3-en-4-yl beta-D-
glucopyranoside), and BYI 08330-mono-
hydroxy (cis-3-(2,5-dimethylphenyl)-4-
hydroxy-8-methoxy-1-azaspiro 4.5
decan-2-one), calculated as
spirotetramat equivalents, in or on the
following raw agricultural commodities:

Commodity Parts per million

Potato, flakes .................. 1.6
Small fruit vine climbing
subgroup, except fuzzy

kiwifruit, subgroup 13-

(074 SR 1.3
Strawberry ..., 0.40
Vegetable, cucurbit,

group 9 ..o, 0.30
Vegetable, fruiting, group

8 25

Vegetable, leafy, except
Brassica, group 4 ........

Vegetable, tuberous and
corm, subgroup 1C

9.0

0.60

(2) Tolerances are also established for
the combined residues of spirotetramat
(cis-3-(2,5-dimethlyphenyl)-8-methoxy-
2-oxo-1-azaspiro [4.5] dec-3-en-4-yl-
ethyl carbonate) and its metabolite BYI
08330-enol (cis-3-(2,5-dimethylphenyl)-
4-hydroxy-8-methoxy-1-azaspiro 4.5
dec-3-en-2-one), calculated as
spirotetramat equivalents, in or on the
following commodities:

Commodity Parts per million
Cattle, fat ......cccceveeennens 0.02
Cattle, meat ........ccceee. 0.02
Cattle, meat byproducts 0.02
Goat, fat ......ccceeeeerieeiens 0.02
Goat, meat 0.02
Goat, meat byproducts ... 0.02
Horse, fat ....cccocceveeeeennns 0.02
Horse, meat .................... 0.02
Horse, meat byproducts 0.02
MilK e 0.01
Sheep, fat ..... 0.02
Sheep, meat .......cccoueeee. 0.02
Sheep, meat byproducts 0.02

(b) Section 18 emergency exemptions.
[Reserved]

(c) Tolerances with regional
registrations. [Resereved]

(d) Indirect or inadvertant residues.
[Reserved]

[FR Doc. E8—15521 Filed 7-8-08; 8:45 am]
BILLING CODE 6560-50-S

Commodity Parts per million
Almond, hulls .................. 9.0
Brassica, head and stem,

subgroup 5A ................ 2.5

Brassica, leafy, subgroup

BB i 8.0
Citrus, oil 6.0
Fruit, citrus, group 10 ..... 0.60
Fruit, pome, group 11 ..... 0.70
Fruit, stone, group 12 ..... 4.5
Grape, raisin .........ccccee.... 3.0
Hop, dried cones ............ 10.0
Nut, tree, group 14 ......... 0.25
Onion, bulb, subgroup

BA-07 oo 0.3

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2007-0893; FRL-8370-9]
Sethoxydim; Pesticide Tolerances

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes
tolerances for combined residues of
sethoxydim and its metabolites
containing the 2-cyclohexen-1-one
moiety, in or on various oilseed
commodities. Interregional Research

Project Number 4 (IR-4) requested these
tolerances under the Federal Food,
Drug, and Cosmetic Act (FFDCA).

DATES: This regulation is effective July
9, 2008. Objections and requests for
hearings must be received on or before
September 8, 2008, and must be filed in
accordance with the instructions
provided in 40 CFR part 178 (see also
Unit I.C. of the SUPPLEMENTARY
INFORMATION).

ADDRESSES: EPA has established a
docket for this action under docket
identification (ID) number EPA-HQ-
OPP-2007-0893. To access the
electronic docket, go to http://
www.regulations.gov, select “Advanced
Search,” then “Docket Search.” Insert
the docket ID number where indicated
and select the “Submit” button. Follow
the instructions on the regulations.gov
website to view the docket index or
access available documents. All
documents in the docket are listed in
the docket index available in
regulations.gov. Although listed in the
index, some information is not publicly
available, e.g., Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available in the electronic docket at
http://www.regulations.gov, or, if only
available in hard copy, at the OPP
Regulatory Public Docket in Rm. S—
4400, One Potomac Yard (South Bldg.),
2777 S. Crystal Dr., Arlington, VA. The
Docket Facility is open from 8:30 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The Docket
Facility telephone number is (703) 305—
5805.

FOR FURTHER INFORMATION CONTACT:
Susan Stanton, Registration Division
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 305—5218; e-mail address:
stanton.susan@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information
A. Does this Action Apply to Me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to those engaged in the
following activities:

e Crop production (NAICS code 111).
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e Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

e Pesticide manufacturing (NAICS
code 32532).

This listing is not intended to be
exhaustive, but rather to provide a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How Can I Access Electronic Copies
of this Document?

In addition to accessing an electronic
copy of this Federal Register document
through the electronic docket at http://
www.regulations.gov, you may access
this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr. You may
also access a frequently updated
electronic version of EPA’s tolerance
regulations at 40 CFR part 180 through
the Government Printing Office’s pilot
e-CFR site at http://www.gpoaccess.gov/
ecfr.

C. Can I File an Objection or Hearing
Request?

Under section 408(g) of FFDCA, any
person may file an objection to any
aspect of this regulation and may also
request a hearing on those objections.
You must file your objection or request
a hearing on this regulation in
accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2007-0893 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
as required by 40 CFR part 178 on or
before September 8, 2008.

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing that does not
contain any CBI for inclusion in the
public docket that is described in
ADDRESSES. Information not marked
confidential pursuant to 40 CFR part 2
may be disclosed publicly by EPA
without prior notice. Submit this copy,
identified by docket ID number EPA—

HQ-OPP-2007-0893, by one of the
following methods:

¢ Federal eRulemaking Portal: http://
www.regulations.gov. Follow the on-line
instructions for submitting comments.

e Mail: Office of Pesticide Programs
(OPP) Regulatory Public Docket (7502P),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001.

e Delivery: OPP Regulatory Public
Docket (7502P), Environmental
Protection Agency, Rm. S—4400, One
Potomac Yard (South Bldg.), 2777 S.
Crystal Dr., Arlington, VA. Deliveries
are only accepted during the Docket’s
normal hours of operation (8:30 a.m. to
4 p.m., Monday through Friday,
excluding legal holidays). Special
arrangements should be made for
deliveries of boxed information. The
Docket Facility telephone number is
(703) 305-5805.

I1. Petition for Tolerance

In the Federal Register of September
28, 2007 (72 FR 55204) (FRL-8147-1),
EPA issued a notice pursuant to section
408(d)(3) of FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide petition (PP 7E7232) by
Interregional Research Project Number 4
(IR-4), 500 College Road East, Suite
201W, Princeton, NJ 08540. The petition
requested that 40 CFR 180.412 be
amended by establishing tolerances for
combined residues of the herbicide
sethoxydim, 2-[1-(ethoxyimino)butyl]-5-
[2-(ethylthio)propyl]-3-hydroxy-2-
cyclohexen-1-one, and its metabolites
containing the 2-cyclohexen-1-one
moiety (calculated as the herbicide), in
or on cuphea, seed at 35.0 parts per
million (ppm); echium, seed at 35.0
ppm; gold of pleasure, seed at 35.0 ppmy;
gold of pleasure, meal at 40.0 ppm;
hare’s ear mustard, seed at 35.0 ppm;
lesquerella, seed at 35.0 ppm; lunaria,
seed at 35.0 ppm; meadowfoam, seed at
35.0 ppm; milkweed, seed at 35.0 ppm;
mustard, seed at 35.0 ppm; oil radish,
seed at 35.0 ppm; poppy, seed at 35.0
ppm; sesame, seed at 35.0 ppm; sweet
rocket, seed at 35.0 ppm; crambe, seed
at 35.0 ppm; and crambe, meal at 40.0
ppm. That notice referenced a summary
of the petition prepared by BASF, the
registrant, on behalf of IR—4, which is
available to the public in the docket,
http://www.regulations.gov. There were
no comments received in response to
the notice of filing.

III. Aggregate Risk Assessment and
Determination of Safety

Section 408(b)(2)(A)(i) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA

determines that the tolerance is ““safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines “‘safe” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
of infants and children to the pesticide
chemical residue in establishing a
tolerance and to “‘ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue....”

Consistent with section 408(b)(2)(D)
of FFDCA, and the factors specified in
section 408(b)(2)(D) of FFDCA, EPA has
reviewed the available scientific data
and other relevant information in
support of this action. EPA has
sufficient data to assess the hazards of
and to make a determination on
aggregate exposure for the petitioned-for
tolerances for combined residues of
sethoxydim and its metabolites
containing the 2-cyclohexen-1-one
moiety on crambe, meal at 40.0 ppm;
crambe, seed at 35.0 ppm; cuphea, seed
at 35.0 ppm; echium, seed at 35.0 ppm;
gold of pleasure, meal at 40.0 ppm; gold
of pleasure, seed at 35.0 ppm; hare’s ear
mustard, seed at 35.0 ppm; lesquerella,
seed at 35.0 ppm; lunaria, seed at 35.0
ppm; meadowfoam, seed at 35.0 ppm;
milkweed, seed at 35.0 ppm; mustard,
seed at 35.0 ppm; oil radish, seed at 35.0
ppm; poppy, seed at 35.0 ppm; sesame,
seed at 35.0 ppm; and sweet rocket, seed
at 35.0 ppm. EPA’s assessment of
exposures and risks associated with
establishing these tolerances follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children.

The acute toxicity data indicate that
sethoxydim is minimally toxic via oral,
dermal and inhalation routes of
exposure. It is neither irritating to the
eye nor the skin. With repeated dosing,
the primary target organ for this
chemical is the liver. In the chronic
toxicity study in dogs, there were
significantly increased absolute and
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relative liver weights accompanied by
supportive clinical chemistry and
histopathology. Dose-related clinical
chemistry abnormalities were observed
in both sexes and included increased
alkaline phosphatase and aspartate
aminotransferase (ALT) and decreased
albumin and cholesterol synthesis.
Dose-related histopathologic lesions
were found in the liver, spleen and bone
marrow. A mild hepatocellular
cytoplasmic alteration was found in
males at all doses and in females at the
mid and high doses. Adverse liver
effects were also observed via the oral
route in mice and via the inhalation
route in rats. There was no evidence of
carcinogenicity in studies in rats and
mice and no evidence of mutagencity,
immunotoxicity or endocrine disruption
in the toxicity database for sethoxydim.
In the prenatal developmental studies in
rats and rabbits and reproductive
toxicity study in rats, the primary effects
noted in the young were fetal skeletal
variations and decreases in body weight.
Although effects suggestive of
neurotoxicity were noted in adult and
young rats in the developmental and/or
reproductive toxicity studies, EPA has
concluded that sethoxydim is not a
neurotoxic chemical. The weight of
evidence EPA considered in making this
determination is discussed in more
detail in Unit IIL.D.3.ii.

Specific information on the studies
received and the nature of the toxic
effects caused by sethoxydim as well as
the no-observed-adverse-effect-level
(NOAEL) and the lowest-observed-
adverse-effect-level (LOAEL) from the
toxicity studies can be found in the final
rule published in the Federal Register
of September 29, 2003 (68 FR 55858)
(FRL-7238-6)(http://www.epa.gov/EPA-
PEST/2003/September/Day-29/
p24562.htm).

B. Toxicological Endpoints

For hazards that have a threshold
below which there is no appreciable
risk, a toxicological point of departure
(POD) is identified as the basis for
derivation of reference values for risk
assessment. The POD may be defined as
the NOAEL in the toxicology study
identified as appropriate for use in risk
assessment. However, if a NOAEL
cannot be determined, the LOAEL or a
Benchmark Dose (BMD) approach is
sometimes used for risk assessment.
Uncertainty/safety factors (UFs) are
used in conjunction with the POD to
take into account uncertainties inherent
in the extrapolation from laboratory
animal data to humans and in the
variations in sensitivity among members
of the human population as well as
other unknowns. Safety is assessed for

acute and chronic dietary risks by
comparing aggregate food and water
exposure to the pesticide to the acute
population adjusted dose (aPAD) and
chronic population adjusted dose
(cPAD). The aPAD and cPAD are
calculated by dividing the POD by all
applicable UFs. Aggregate short-term,
intermediate-term, and chronic-term
risks are evaluated by comparing food,
water, and residential exposure to the
POD to ensure that the margin of
exposure (MOE) called for by the
product of all applicable UFs is not
exceeded. This latter value is referred to
as the Level of Concern (LOC).

For non-threshold risks, the Agency
assumes that any amount of exposure
will lead to some degree of risk. Thus,
the Agency estimates risk in terms of the
probability of an occurrence of the
adverse effect greater than that expected
in a lifetime. For more information on
the general principles EPA uses in risk
characterization and a complete
description of the risk assessment
process, see http://www.epa.gov/
pesticides/factsheets/riskassess.htm.

A summary of the toxicological
endpoints for sethoxydim used for
human risk assessment can be found at
http://www.regulations.gov in the
document Sethoxydim: Amended
human health risk assessment to
support uses on the Rapeseed Crop
Subgroup 20A at page 10 in docket ID
number EPA-HQ-OPP-2007-0893.

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to sethoxydim, EPA
considered exposure under the
petitioned-for tolerances as well as all
existing sethoxydim tolerances in 40
CFR 180.412. EPA assessed dietary
exposures from sethoxydim in food as
follows:

i. Acute exposure. Quantitative acute
dietary exposure and risk assessments
are performed for a food-use pesticide if
a toxicological study has indicated the
possibility of an effect of concern
occurring as a result of a 1-day or single
exposure.

In estimating acute dietary exposure,
EPA used food consumption
information from the United States
Department of Agriculture (USDA)
1994-1996 and 1998 Nationwide
Continuing Surveys of Food Intake by
Individuals (CSFII). As to residue levels
in food, EPA assumed that 100 percent
of all crops with existing or pending
tolerances are treated with sethoxydim
and contain tolerance-level residues.

ii. Chronic exposure. In conducting
the chronic dietary exposure assessment
EPA used the food consumption data

from the USDA 1994-1996 and 1998
CSFII. As to residue levels in food, EPA
assumed that 100 percent of all crops
with existing or pending tolerances are
treated with sethoxydim and contain
tolerance-level residues.

iii. Cancer. Based on the results of
carcinogenicity studies in rats and mice,
EPA classified sethoxydim as “not
likely to be carcinogenic to humans”;
therefore, an exposure assessment for
evaluating cancer risk is not needed for
this chemical.

iv. Anticipated residue and percent
crop treated (PCT) information. EPA did
not use anticipated residue or PCT
information in the dietary assessment
for sethoxydim. Tolerance level residues
and 100 PCT were assumed for all food
commodities.

2. Dietary exposure from drinking
water. The Agency used screening level
water exposure models in the dietary
exposure analysis and risk assessment
for sethoxydim in drinking water. These
simulation models take into account
data on the physical, chemical, and fate/
transport characteristics of sethoxydim.
Further information regarding EPA
drinking water models used in pesticide
exposure assessment can be found at
http://www.epa.gov/oppefed1/models/
water/index.htm.

Based on the First Index Reservoir
Screening Tool (FIRST) and Screening
Concentration in Ground Water (SCI-
GROW) models, the estimated drinking
water concentrations (EDWCs) of
sethoxydim for acute exposures are
estimated to be 130 parts per billion
(ppb) for surface water and 1.5 ppb for
ground water; and for chronic exposures
for non-cancer assessments are
estimated to be 16 ppb for surface water
and 1.5 ppb for ground water.

Modeled estimates of drinking water
concentrations were directly entered
into the dietary exposure model. For
acute dietary risk assessment, the water
concentration value of 130 ppb was
used to assess the contribution to
drinking water. For chronic dietary risk
assessment, the water concentration of
value 16 ppb was used to assess the
contribution to drinking water.

3. From non-dietary exposure. The
term ‘‘residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets).

Sethoxydim is currently registered for
the following uses that could result in
residential exposures: Ornamentals and
flowering plants, recreational areas, and
buildings/structures (outdoor). EPA
assessed residential handler and
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postapplication exposures using the
following assumptions:

Homeowners who apply sethoxydim
to ornamental gardens and turf may be
exposed for short-term durations via the
dermal and inhalation routes. Dermal
endpoints of concern were not
identified for sethoxydim; therefore,
dermal exposure and risk assessments
are not appropriate. Short-term
inhalation exposure was assessed for
residential handlers who mix, load and
apply liquid sethoxydim products using
low-pressure hand wands, backpack
sprayers and garden hose-end sprayers.

Sethoxydim can be used in areas,
such as home lawns, that may be
frequented by adults and children.
There is potential for dermal exposure
of adults and children as well as
incidental oral exposure of children
following application of sethoxydim to
such areas. Post-application inhalation
exposure of adults and children is
expected to be negligible. Since there
are no dermal endpoints of concern for
sethoxydim, only post-application
incidental oral exposure of children was
assessed. EPA assessed incidental oral
exposure of toddlers from hand-to-
mouth, object-to-mouth and incidental
soil ingestion activities using Standard
Operating Procedures for Residential
Exposure Assessments.

4. Cumulative effects from substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information” concerning the
cumulative effects of a particular
pesticide’s residues and “‘other
substances that have a common
mechanism of toxicity.”

EPA has not found sethoxydim to
share a common mechanism of toxicity
with any other substances, and
sethoxydim does not appear to produce
a toxic metabolite produced by other
substances. For the purposes of this
tolerance action, therefore, EPA has
assumed that sethoxydim does not have
a common mechanism of toxicity with
other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see EPA’s website at http://
www.epa.gov/pesticides/cumulative.

D. Safety Factor for Infants and
Children

1. In general. Section 408(b)(2)(c) of
FFDCA provides that EPA shall apply
an additional tenfold (10X) margin of
safety for infants and children in the
case of threshold effects to account for

prenatal and postnatal toxicity and the
completeness of the database on toxicity
and exposure unless EPA determines
based on reliable data that a different
margin of safety will be safe for infants
and children. This additional margin of
safety is commonly referred to as the
FQPA safety factor (SF). In applying this
provision, EPA either retains the default
value of 10X, or uses a different
additional safety factor when reliable
data available to EPA support the choice
of a different factor.

2. Prenatal and postnatal sensitivity.
The prenatal and postnatal toxicity
database for sethoxydim includes rat
and rabbit developmental toxicity
studies and a 2—generation reproduction
toxicity study in rats. There was no
evidence of increased quantitative or
qualitative susceptibility of in utero
rabbit fetuses following exposure to
sethoxydim in the rabbit developmental
study; however, evidence of increased
susceptibility was noted in the rat
developmental and reproduction
toxicity studies as described below:

There was some evidence of
qualitative susceptibility in the rat
developmental study with the
occurrence of more severe effects in the
fetuses (delayed ossification and tail
abnormalities) than in the maternal
animals (transient clinical signs
including: Irregular gait and decreased
activity) at the same dose. The degree of
concern for increased susceptibility in
this study is low and there are no
residual uncertainties for the following
reasons: The effects in the pups were of
low incidence and only observed at a
high dose that is considered to be close
to a limit dose. In addition, these effects
were seen in the presence of clear
maternal toxicity and clear NOAELs and
LOAELs were established for both
maternal and developmental toxicities.

In the 2—generation reproduction
study in rats, pups showed decreases in
body weight (11 to 13%) during
lactation at the high dose. At the same
dose, adult female animals exhibited
body weight losses (8 to 10%) that are
considered too small to qualify as an
adverse effect. The determination that
body weight effects occurred in pups at
a dose that did not result in maternal
toxicity is technically an indication of
quantitative susceptibility. However, the
degree of concern for the body weight
changes in pups is low, since the weight
changes are considered minimal and the
differences observed in body weight
losses between the adult and young
animals are marginal. Characterization
of the body weight changes as an
adverse effect in the pups is considered
conservative (protective).

3. Conclusion. EPA has determined
that reliable data show the safety of
infants and children would be
adequately protected if the FQPA SF
were reduced to 1X. That decision is
based on the following findings:

i. The toxicity database for
sethoxydim is complete.

ii. Sethoxydim is not considered to be
a neurotoxic chemical and there is no
need for a developmental neurotoxicity
study or additional UFs to account for
neurotoxicity. Clinical signs suggestive
of neurotoxicity (including irregular
gait, decreased activity, excessive
salivation, and anogenital staining) were
observed in adult rats in the
developmental toxicity study. Because
the clinical signs occurred shortly after
dosing, only occurred at very high
treatment doses (over one half the limit
dose) and were transitory, it is unlikely
that the signs observed are the result of
a primary systemic effect on the nervous
system but, rather, are reflective of the
general toxicity at a high dose. An
increased incidence of fetal skeletal
variations due to delayed ossification
was seen in young rats in the
developmental and reproductive
toxicity studies. In the rat prenatal
study, tail abnormalities (filamentous
tail or lack of a tail) were noted. These
abnormalities were observed at a very
low incidence and at high treatment
doses. In the 2—generation reproduction
study in rats, a tail anomaly (short,
thread-like tail, no anal opening,
hindlimbs curved toward central
midline) was found in one pup in the
F2b generation (1/344 total pups; in 1/
4 litters). Tail abnormalities are
sometimes thought to relate to central
nervous system (CNS) malformations;
however, in this case, these tail
abnormalities are not likely to be the
result of a primary neural tube effect. In
the rat prenatal study, there is no
description of any effect on neural tube-
derived structures. No other effects
suggestive of neurotoxicity were seen in
toxicology studies conducted with
sethoxydim. Furthermore,
cyclohexones, the class of compounds
that includes sethoxydim, are not
known to cause neurotoxicity or
developmental malformations of the
nervous system. Based on the weight of
the evidence, EPA concluded that
sethoxydim is not neurotoxic.

iii. There is no evidence that
sethoxydim results in increased
susceptibility in in utero rabbits in the
prenatal developmental study. Although
there is qualitative evidence of
increased susceptibility in the prenatal
developmental study in rats and
equivocal evidence of quantitative
susceptibility in the 2—generation
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reproduction study in rats, the degree of
concern is low, and the Agency did not
identify any residual uncertainties after
establishing toxicity endpoints and
traditional UFs to be used in the risk
assessment of sethoxydim.

iv. There are no residual uncertainties
identified in the exposure databases.
The dietary food exposure assessments
were performed assuming 100 PCT and
tolerance-level residues. EPA made
conservative (protective) assumptions in
the ground and surface water modeling
used to assess exposure to sethoxydim
in drinking water. EPA used similarly
conservative assumptions to assess
postapplication exposure of children as
well as incidental oral exposure of
toddlers. These assessments will not
underestimate the exposure and risks
posed by sethoxydim.

E. Aggregate Risks and Determination of
Safety

EPA determines whether acute and
chronic pesticide exposures are safe by
comparing aggregate exposure estimates
to the aPAD and cPAD. The aPAD and
cPAD represent the highest safe
exposures, taking into account all
appropriate SFs. EPA calculates the
aPAD and cPAD by dividing the POD by
all applicable UFs. For linear cancer
risks, EPA calculates the probability of
additional cancer cases given the
estimated aggregate exposure. Short-
term, intermediate-term, and chronic-
term risks are evaluated by comparing
the estimated aggregate food, water, and
residential exposure to the POD to
ensure that the MOE called for by the
product of all applicable UFs is not
exceeded.

1. Acute risk. An acute aggregate risk
assessment takes into account exposure
estimates from acute dietary
consumption of food and drinking
water. Using the exposure assumptions
discussed in this unit for acute
exposure, the acute dietary exposure
from food and water to sethoxydim will
occupy 17% of the aPAD for children,

1 to 2 years old, the population group
receiving the greatest exposure.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that chronic exposure to sethoxydim
from food and water will utilize 94% of
the cPAD for children, 1 to 2 years old,
the population group receiving the
greatest exposure. Based on the
explanation in Unit III.C.3., regarding
residential use patterns, chronic
residential exposure to residues of
sethoxydim is not expected.

3. Short-term risk. Short-term
aggregate exposure takes into account
short-term residential exposure plus

chronic exposure to food and water
(considered to be a background
exposure level). Sethoxydim is currently
registered for uses that could result in
short-term residential exposure and the
Agency has determined that it is
appropriate to aggregate chronic
exposure through food and water with
short-term residential exposures to
sethoxydim, except residential
inhalation exposures. It is not
appropriate to aggregate dietary (i.e.,
oral) exposures and inhalation
exposures because the toxic effects
identified for the oral and inhalation
exposure pathways differ.

Using the exposure assumptions
described in this unit for short-term
exposures, EPA has concluded the
combined short-term food, water, and
residential exposures aggregated result
in an aggregate MOE of 1,300 for
children 1 to 2 years old (toddlers). The
aggregate MOE for children includes
food, drinking water and post-
application incidental oral exposures
from entering turf areas previously
treated with sethoxydim. Adult
residential handler MOEs, based on
inhalation exposure of adults who mix,
load and apply liquid sethoxydim
products using low-pressure hand
wands, backpack sprayers or garden
hose-end sprayers, range from 1.4 x 106
to 1.6 x 106, with hose-end sprayers
resulting in the lowest MOE. As noted
in the previous paragraph, it is not
appropriate to aggregate chronic
exposure from food and water with
inhalation exposures. Post-application
inhalation exposure of adults and
children is expected to be negligible.

4. Intermediate-term risk.
Intermediate-term aggregate exposure
takes into account intermediate-term
residential exposure plus chronic
exposure to food and water (considered
to be a background exposure level).
Sethoxydim is not registered for any use
patterns that would result in
intermediate-term residential exposure.
Therefore, the intermediate-term
aggregate risk is the sum of the risk from
exposure to sethoxydim through food
and water, which has already been
addressed, and will not be greater than
the chronic aggregate risk.

5. Aggregate cancer risk for U.S.
population. EPA has classified
sethoxydim into the category “‘Not
Likely to be Carcinogenic to Humans.”
Sethoxydim is not expected to pose a
cancer risk.

6. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to the general
population, or to infants and children

from aggregate exposure to sethoxydim
residues.

IV. Other Considerations

A. Analytical Enforcement Methodology

Adequate enforcement methodology
(gas chromatography with flame
photometric detection in the sulfur
mode; BASF Wyandotte Corporation’s
Method No. 30; 3/15/82; MRID
44864501; Method I, Pesticide
Analytical Methods Vol. II) is available
to enforce these oilseed tolerances.

B. International Residue Limits

There are no CODEX, Canadian or
Mexican maximum residue limits
(MRLs) established on the commodities
associated with this petition.

V. Conclusion

Therefore, tolerances are established
for combined residues of sethoxydim, 2-
[1-(ethoxyimino)butyl]-5-[2-
(ethylthio)propyl]-3-hydroxy-2-
cyclohexen-1-one, and its metabolites
containing the 2-cyclohexen-1-one
moiety, in or on crambe, meal at 40.0
ppm; crambe, seed at 35.0 ppm; cuphea,
seed at 35.0 ppm; echium, seed at 35.0
ppm; gold of pleasure, meal at 40.0
ppm; gold of pleasure, seed at 35.0 ppm;
hare’s ear mustard, seed at 35.0 ppm;
lesquerella, seed at 35.0 ppm; lunaria,
seed at 35.0 ppm; meadowfoam, seed at
35.0 ppm; milkweed, seed at 35.0 ppm;
mustard, seed at 35.0 ppm; oil radish,
seed at 35.0 ppm; poppy, seed at 35.0
ppm; sesame, seed at 35.0 ppm; and
sweet rocket, seed at 35.0 ppm.

VI. Statutory and Executive Order
Reviews

This final rule establishes tolerances
under section 408(d) of FFDCA in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this final rule
has been exempted from review under
Executive Order 12866, this final rule is
not subject to Executive Order 13211,
Actions Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001) or Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This final rule does not contain any
information collections subject to OMB
approval under the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
seq., nor does it require any special
considerations under Executive Order
12898, entitled Federal Actions to
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Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994).

Since tolerances and exemptions that
are established on the basis of a petition
under section 408(d) of FFDCA, such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply.

This final rule directly regulates
growers, food processors, food handlers,
and food retailers, not States or tribes,
nor does this action alter the
relationships or distribution of power
and responsibilities established by
Congress in the preemption provisions
of section 408(n)(4) of FFDCA. As such,
the Agency has determined that this
action will not have a substantial direct
effect on States or tribal governments,
on the relationship between the national
government and the States or tribal
governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
tribes. Thus, the Agency has determined
that Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999) and Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 9, 2000) do not apply
to this final rule. In addition, this final
rule does not impose any enforceable
duty or contain any unfunded mandate
as described under Title II of the
Unfunded Mandates Reform Act of 1995
(UMRA) (Public Law 104—4).

This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104—113, section
12(d) (15 U.S.C. 272 note).

VII. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report to each House of
the Congress and to the Comptroller
General of the United States. EPA will
submit a report containing this rule and
other required information to the U.S.
Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States prior to
publication of this final rule in the
Federal Register. This final rule is not
a “major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: June 30, 2008.

Lois Rossi,

Director, Registration Division, Office of
Pesticide Programs.

m Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

m 2. Section 180.412 is amended by
alphabetically adding the following
commodities to the table in paragraph
(a) to read as follows:

§180.412 Sethoxydim; tolerances for
residues.

(a) * * *
Commodity Parts per million
Crambe, meal ................. 40.0
E}rambe, s*eed rerrssseesasseses X 35.(3
E_‘,uphea, s*eed s X 35.(3
Fchium, s*eed e X 35.(3
Gold of pleasure, meal ... 40.0
53old of pI?asure, seed - X 35.(3
I*-|are’s ear*' mustard, seeij X 35.(3
I*_esquerell*a, seed e X 35.(3
Lunaria, seed ................. 35.0
L\Aeadowfciam, seed e X 35.(3
Milkweed, seed ............... 35.0
LVIustard, s;eed s X 35.(3
EDiI radish,*seed e X 35.(3
f’oppy, se*ed s X 35.(2
*Sesame, feed s X 35.(3
§weet roc*ket, seed R X 35.(2

* * * * *

[FR Doc. E8-15519 Filed 7-8-08; 8:45 am]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2007-0096; FRL-8372-6]

Gamma-cyhalothrin; Pesticide
Tolerances

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes
tolerances for residues of Gamma-
cyhalothrin in or on all food
commodities (other than those already
covered by a higher tolerance as a result
of use on growing crops) in food-
handling establishments where food
products are held, processed or
prepared, pistachio and okra. Pytech
Chemicals GmbH and Interregional
Research Project No. 4 (IR-4) requested
this tolerance under the Federal Food,
Drug, and Cosmetic Act (FFDCA).

DATES: This regulation is effective July
9, 2008. Objections and requests for
hearings must be received on or before
September 8, 2008, and must be filed in
accordance with the instructions
provided in 40 CFR part 178 (see also
Unit I.C. of the SUPPLEMENTARY
INFORMATION).

ADDRESSES: EPA has established a
docket for this action under docket
identification (ID) number EPA-HQ—
OPP-2007-0096. To access the
electronic docket, go to http://
www.regulations.gov, select “Advanced
Search,” then “Docket Search.” Insert
the docket ID number where indicated
and select the “Submit” button. Follow
the instructions on the regulations.gov
website to view the docket index or
access available documents. All
documents in the docket are listed in
the docket index available in
regulations.gov. Although listed in the
index, some information is not publicly
available, e.g., Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available in the electronic docket at
http://www.regulations.gov, or, if only
available in hard copy, at the OPP
Regulatory Public Docket in Rm. S—
4400, One Potomac Yard (South Bldg.),
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2777 S. Crystal Dr., Arlington, VA. The
Docket Facility is open from 8:30 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The Docket
Facility telephone number is (703) 305—
5805.

FOR FURTHER INFORMATION CONTACT:
BeWanda Alexander, Registration
Division (7505P), Office of Pesticide
Programs, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460-0001; telephone
number: (703) 305-7460; e-mail address:
alexander.bewanda@epa.gov.
SUPPLEMENTARY INFORMATION:

1. General Information

A. Does this Action Apply to Me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to those engaged in the
following activities:

e Crop production (NAICS code 111),
e.g., agricultural workers; greenhouse,
nursery, and floriculture workers;
farmers.

e Animal production (NAICS code
112), e.g., cattle ranchers and farmers,
dairy cattle farmers, livestock farmers.

¢ Food manufacturing (NAICS code
311), e.g., agricultural workers; farmers;
greenhouse, nursery, and floriculture
workers; ranchers; pesticide applicators.

e Pesticide manufacturing (NAICS
code 32532), e.g., agricultural workers;
commercial applicators; farmers;
greenhouse, nursery, and floriculture
workers; residential users.

This listing is not intended to be
exhaustive, but rather to provide a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How Can I Access Electronic Copies
of this Document?

In addition to accessing an electronic
copy of this Federal Register document
through the electronic docket at http://
www.regulations.gov, you may access
this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr. You may
also access a frequently updated

electronic version of EPA’s tolerance
regulations at 40 CFR part 180 through
the Government Printing Office’s pilot
e-CFR site at http://www.gpoaccess.gov/
ecfr.

C. Can I File an Objection or Hearing
Request?

Under section 408(g) of FFDCA, any
person may file an objection to any
aspect of this regulation and may also
request a hearing on those objections.
You must file your objection or request
a hearing on this regulation in
accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ—
OPP-2007-0096 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
as required by 40 CFR part 178 on or
before September 8, 2008.

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing that does not
contain any CBI for inclusion in the
public docket that is described in
ADDRESSES. Information not marked
confidential pursuant to 40 CFR part 2
may be disclosed publicly by EPA
without prior notice. Submit this copy,
identified by docket ID number EPA—
HQ-OPP-2007-0096, by one of the
following methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the on-line
instructions for submitting comments.

e Mail: Office of Pesticide Programs
(OPP) Regulatory Public Docket (7502P),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001.

e Delivery: OPP Regulatory Public
Docket (7502P), Environmental
Protection Agency, Rm. S—4400, One
Potomac Yard (South Bldg.), 2777 S.
Crystal Dr., Arlington, VA. Deliveries
are only accepted during the Docket’s
normal hours of operation (8:30 a.m. to
4 p.m., Monday through Friday,
excluding legal holidays). Special
arrangements should be made for
deliveries of boxed information. The
Docket Facility telephone number is
(703) 305-5805.

I1. Petition for Tolerance

In the Federal Registers of February
28, 2007 (72 FR 9000) (FRL-8115-5)
and February 6, 2008 (73 FR 6964)
(FRL-8350-9), EPA issued a notice
pursuant to section 408(d)(3) of FFDCA,
21 U.S.C. 346a(d)(3), announcing the
filing of a pesticide petition (PP
6H7114) by Pytech Chemicals GmbH,
9330 Zionsville Road, Indianapolis, IN

46268 and PP 7E7287 by IR-4, 500
College Road East, Suite 201 W.
Princeton, NJ 08540—6635 respectively.
The petitions requested that 40 CFR
180.438 be amended by establishing
tolerances for residues of the insecticide
gamma-cyhalothrin, (S)-alpha-cyano-3-
phenoxybenzy-(Z)-(1R, 3R)-3-(2-chloro-
3,3,3-trifluoroprop-1-enyl-2,2-
dimethycyclopropanecarboxylate, in all
food commodities (other than those
already covered by a higher tolerance as
a result of use on growing crops) in
food-handling establishments where
food products are held, processed or
prepared, at 0.01 parts per million
(ppm), pistachio at 0.05 ppm, and okra
at 0.20 ppm. These notices referenced a
summary of the petitions prepared by
Dow Agro Sciences (on behalf of Pytech
Chemicals), which is available to the
public in the docket, http://
www.regulations.gov. There were no
comments received in response to the
notice of filing.

The tolerance expression under 40
CFR 180.438(a)(3) currently identifies
the tolerance as a ““food additive” and
also lists specific instructions for use in
food handling establishments under
paragraphs, 180.438(a)(3)(ii) thru (v).
The term ““food additive tolerance” is
obsolete since EPA no longer regulates
pesticide residues under section 409 of
the Federal Food Drug and Cosmetic
Act. In addition it is no longer necessary
to identify specific instructions for use
in food handling establishments since
these instructions are identified on the
pesticide label. Therefore EPA is
revising the tolerance expression under
40 CFR 180.438(a)(3) to read, “A
tolerance of 0.01 part per million is
established for residues of the
insecticide lambda-cyhalothrin and an
isomer gamma-cyhalothrin as follows:”,
and is deleting sections 180.438(a)(3)(ii)
thru (v).

III. Aggregate Risk Assessment and
Determination of Safety

Section 408(b)(2)(A)(i) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is ““safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines ““safe” to mean that ““there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
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of infants and children to the pesticide
chemical residue in establishing a
tolerance and to “‘ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue. . . .”

Consistent with section 408(b)(2)(D)
of FFDCA, and the factors specified in
section 408(b)(2)(D) of FFDCA, EPA has
reviewed the available scientific data
and other relevant information in
support of this action. EPA has
sufficient data to assess the hazards of
and to make a determination on
aggregate exposure for the petitioned-for
tolerances for residues of gamma-
cyhalothrin on all food commodities
(other than those already covered by a
higher tolerance as a result of use on
growing crops) in food-handling
establishments where food products are
held, processed or prepared, at 0.01
ppm, pistachio at 0.05 ppm, and okra at
0.20 ppm. EPA’s assessment of
exposures and risks associated with
establishing tolerances follows.

Gamma-cyhalothrin is a single,
resolved isomer of the pyrethroid
insecticide cyhalothrin. As such, it
shares physical, chemical and biological
properties with both cyhalothrin and
lambda-cyhalothrin, which are mixtures
of 4 and 2 isomers, respectively.
Gamma-cyhalothrin is the most
insecticidally active isomer of
cyhalothrin/lambda-cyhalothrin, and
thus the gamma-cyhalothrin technical
product is considered a refined form of
cyhalothrin/lambda-cyhalothrin that has
been purified by removal of less-active
and inactive isomers. Therefore, similar
levels of insecticidal efficacy for
gamma-cyhalothrin can be obtained
with significantly reduced application
rates as compared with either
cyhalothrin or lambda-cyhalothrin. EPA
has previously concluded that residue
data supporting registered uses of
lambda-cyhalothrin are sufficient to
support registration of gamma-
cyhalothrin for the same uses, as long as
the use rates of gamma-cyhalothrin are
no greater than half the corresponding
use rates of lambda-cyhalthrin. The
proposed application rates of gamma-
cyhalthrin for the requested new uses
(considered herein) are no greater than
half of the corresponding, existing
application rates for similar registered
uses of lambda-cyhalthrin.

Tolerances are currently established
under 40 CFR 180.438 for residues of
lambda-cyhalothrin in food-handling
establishments.Through the use of
bridging data, the toxicology database
for gamma-cyhalothrin is complete
using developmental, reproduction,
chronic (rodent), and oncogenicity

studies conducted with cyhalothrin and
lambda-cyhalothrin. The nature of the
toxic effects caused by lambda-
cyhalothrin as well as gamma-
cyhalthrin are discussed in detail in the
Federal Register of September 27, 2002
(67 FR 60902)(FRL-7200-1). Therefore
the toxicology database for gamma-
cyhalothrin when bridged with
cyhalothrin and lambda-cyhalothrin are
complete for purposes of supporting the
proposed use in food handling
establishments.

In the August 15, 2007 final rule,
establishing tolerances for lambda-
cyhalothrin on a number of crops
including pistachios. EPA included
residuesat the tolerance level 0.05 ppm
in assessing the use of lambda-
cyhalothrin in/on pistachios. Since EPA
considered the pistachio use in this
most recent risk assessment establishing
the tolerance on pistachios for gamma-
cyhalothrin will not change the
estimated aggregate risks resulting from
use of lambda-cyhalothrin as discussed
in the August 15, 2007 (72 FR 45656)
Federal Register. Refer to this Federal
Register document available at http://
www.regulations.gov for a detailed
discussion of the aggregate risk
assessments and determination of
safety.

A tolerance for residues of lambda-
cyhalothrin in okra has not been
established; however, there are adequate
residue data for lambda-cyhalothrin on
fruiting vegetables (crop group 8) to
support a tolerance for residues of
gamma-cyhalothrin in okra; and EPA
included residues on okra at the fruiting
vegetable tolerance level (0.20 ppm) in
the risk assessments supporting the
August 15, 2007 final rule discussed in
the previous paragraph. Since EPA
considered the okra use in this most
recent assessment establishing the
tolerance on okra for gamma-
cyhalothrin will not change the
aggregate risks resulting from use of
lambda-cyhalothrin as discussed in the
August 15, 2007 (72 FR 45656) Federal
Register. Refer to this Federal Register
document available at http://
www.regulations.gov for a detailed
discussion of the aggregate risk
assessments and determination of
safety.

EPA concludes that the previous risk
assessments on lambda-cyhalothrin
sufficiently covers the proposed gamma-
cyhalothrin uses and no new aggregate
risk assessment is needed for gamma-
cyhalothrin. Based on the risk
assessments discussed in the final rule
published in the Federal Register
August 15, 2007 (72 FR 45656, FRL
8143—1) EPA concludes that there is a
reasonable certainty that no harm will

result to the general population and to
infants and children from aggregate
exposure to gamma-cyhalothrin
residues.

IV. Other Considerations

A. Analytical Enforcement Methodology

Adequate enforcement methodology,
gas chromatography/electron capture
detector (GC/ECD), (ICI Method 81
(PRAM 81)) is available to enforce the
tolerance expression. The method may
be requested from: Chief, Analytical
Chemistry Branch, Environmental
Science Center, 701 Mapes Rd., Ft.
Meade, MD 20755-5350; telephone
number: (410) 305—2905; e-mail address:
residuemethods@epa.gov.

B. International Residue Limits

There are no established Mexican,
Canadian, or Codex MRLs (maximum
residue limits) for gamma-cyhalothrin.

V. Conclusion

Therefore, tolerances are established
for residues of gamma-cyhalothrin, (S)-
alpha-cyano-3-phenoxybenzy-(Z)-(1R,
3R)-3-(2-chloro-3,3,3-trifluoroprop-1-
enyl-2,2-
dimethycyclopropanecarboxylate, in or
on all food commodities (other than
those already covered by a higher
tolerance as a result of use on growing
crops) in food-handling establishments
where food products are held, processed
or prepared, at 0.01 ppm, pistachio at
0.05 ppm, and okra at 0.20 ppm.

VI. Statutory and Executive Order
Reviews

This final rule establishes tolerances
under section 408(d) of FFDCA in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this final rule
has been exempted from review under
Executive Order 12866, this final rule is
not subject to Executive Order 13211,
Actions Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001) or Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This final rule does not contain any
information collections subject to OMB
approval under the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
seq., nor does it require any special
considerations under Executive Order
12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
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Populations (59 FR 7629, February 16,
1994).

Since tolerances and exemptions that
are established on the basis of a petition
under section 408(d) of FFDCA, such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply.

This final rule directly regulates
growers, food processors, food handlers,
and food retailers, not States or tribes,
nor does this action alter the
relationships or distribution of power
and responsibilities established by
Congress in the preemption provisions
of section 408(n)(4) of FFDCA. As such,
the Agency has determined that this
action will not have a substantial direct
effect on States or tribal governments,
on the relationship between the national
government and the States or tribal
governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
tribes. Thus, the Agency has determined
that Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999) and Executive Order 13175,
entitled Consultation and Coordination

67249, November 9, 2000) do not apply
to this final rule. In addition, this final
rule does not impose any enforceable
duty or contain any unfunded mandate
as described under Title II of the
Unfunded Mandates Reform Act of 1995
(UMRA) (Public Law 104—4).

This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104—113, section
12(d) (15 U.S.C. 272 note).

VII. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report to each House of
the Congress and to the Comptroller
General of the United States. EPA will
submit a report containing this rule and
other required information to the U.S.
Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States prior to
publication of this final rule in the
Federal Register. This final rule is not
a “major rule” as defined by 5 U.S.C.

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: June 30, 2008.

Lois Rossi,
Direction, Registration Division, Office of
Pesticide Programs.

m Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.
m 2. Section 180.438 is amended by:
m i. Alphabetically adding okra and
pistachios to the table in paragraph
(a)(2).
m ii. Revising paragraph (a)(3).

The amendments read as follows:

§180.438 Lamba-cyhalothrin and an
isomer gamma-cyhalothrin; tolerances for
residues.

(a)*****

with Indian Tribal Governments (65 FR ~ 804(2). (2) * * *

Commodity Parts per million
(O] - PSSP 0.20
PISTACKHIO ..o e e raaaaaas 0.05

(3) A tolerance of 0.01 part per
million is established for residues of the
insecticide lamba-cyhalothrin and an
isomer gamma-cyhalothrin in or on all
food commodities (other than those
already covered by a higher tolerance as
a result of use on growing crops) in
food-handling establishments where
food products are held, processed, or
prepared.

* * * * *

[FR Doc. E8-15518 Filed 7—-8—-08; 8:45 am]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2007-0571; FRL-8372-2]

Ammonium Soap Salts of Higher Fatty
Acids (Cs_Cs saturated; C5_C,>)
unsaturated; Exemption from the
Requirement of a Tolerance

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes an
exemption from the requirement of a
tolerance for residues of the ammonium
soap salts of higher fatty acids (Cs_Cis
saturated; Cs_C;» unsaturated) in or on
all food commodities when applied for
the suppression and control of a wide
variety of grasses and weeds. Falcon
Lab, LLC submitted a petition to EPA
under the Federal Food, Drug, and
Cosmetic Act (FFDCA), as amended by

the Food Quality Protection Act of 1996
(FQPA), requesting an exemption from
the requirement of a tolerance. This
regulation eliminates the need to
establish a maximum permissible level
for residues of ammonium soap salts of
higher fatty acids (Cs_C,s saturated;
Cs_Ci2 unsaturated).

DATES: This regulation is effective July
9, 2008. Objections and requests for
hearings must be received on or before
September 8, 2008, and must be filed in
accordance with the instructions
provided in 40 CFR part 178 (see also
Unit I.C. of the SUPPLEMENTARY
INFORMATION).

ADDRESSES: EPA has established a
docket for this action under docket
identification (ID) number EPA-HQ-
OPP-2007-0571. To access the
electronic docket, go to http://
www.regulations.gov, select “Advanced
Search,” then ‘“Docket Search.” Insert
the docket ID number where indicated
and select the “Submit” button. Follow
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the instructions on the regulations.gov
website to view the docket index or
access available documents. All
documents in the docket are listed in
the docket index available in
regulations.gov. Although listed in the
index, some information is not publicly
available, e.g., Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available in the electronic docket at
http://www.regulations.gov, or, if only
available in hard copy, at the OPP
Regulatory Public Docket in Rm. S—
4400, One Potomac Yard (South Bldg.),
2777 S. Crystal Dr., Arlington, VA. The
Docket Facility is open from 8:30 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The Docket
Facility telephone number is (703) 305—
5805.

FOR FURTHER INFORMATION CONTACT:
Raderrio Wilkins, Biopesticides and
Pollution Prevention Division (7511P),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 308-1259; e-mail address:
wilkins.raderrio@epa.gov.

SUPPLEMENTARY INFORMATION:
1. General Information
A. Does this Action Apply to Me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to those engaged in the
following activities:

¢ Crop production (NAICS code 111).

e Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

e Pesticide manufacturing (NAICS
code 32532).

This listing is not intended to be
exhaustive, but rather to provide a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How Can I Access Electronic Copies
of this Document?

In addition to accessing an electronic
copy of this Federal Register document
through the electronic docket at http://
www.regulations.gov, you may access
this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr. You may
also access a frequently updated
electronic version of EPA’s tolerance
regulations at 40 CFR part 180 through
the Government Printing Office’s pilot
e-CFR site at http://www.gpoaccess.gov/
ecfr.

C. Can I File an Objection or Hearing
Request?

Under section 408(g) of FFDCA, any
person may file an objection to any
aspect of this regulation and may also
request a hearing on those objections.
You must file your objection or request
a hearing on this regulation in
accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ—
OPP-2007-0571 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
as required by 40 CFR part 178 on or
before September 8, 2008.

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing that does not
contain any CBI for inclusion in the
public docket that is described in
ADDRESSES. Information not marked
confidential pursuant to 40 CFR part 2
may be disclosed publicly by EPA
without prior notice. Submit this copy,
identified by docket ID number EPA—
HQ-OPP-2007-0571, by one of the
following methods:

o Federal eRulemaking Portal: http://
www.regulations.gov. Follow the on-line
instructions for submitting comments.

o Mail: Office of Pesticide Programs
(OPP) Regulatory Public Docket (7502P),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001.

e Delivery: OPP Regulatory Public
Docket (7502P), Environmental
Protection Agency, Rm. S—4400, One
Potomac Yard (South Bldg.), 2777 S.
Crystal Dr., Arlington, VA. Deliveries
are only accepted during the Docket’s
normal hours of operation (8:30 a.m. to
4 p.m., Monday through Friday,
excluding legal holidays). Special
arrangements should be made for
deliveries of boxed information. The
Docket Facility telephone number is
(703) 305-5805.

II. Background and Statutory Findings

In the Federal Register of August 8,
2007 (72 FR 44521) (FRL-8139-7), EPA
issued a notice pursuant to section
408(d)(3) of FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide tolerance petition (PP 7F7186)
by Falcon Lab, LLC, 1103 Norbee Drive,
Wilmington, DE 19803. The petition
requested that 40 CFR part 180 be
amended by establishing an exemption
from the requirement of a tolerance for
residues of ammonium soap salts of
higher fatty acids (Cs_C;s saturated and
Cs_Ci» unsaturated). This notice failed
to include a summary of the petition
prepared by the petitioner Falcon Lab,
LLC, nor was a summary of the petition
provided in the docket for this action.
Therefore, EPA republished notice of
receipt of this petition in the Federal
Register of April 16, 2008 (73 FR 20631)
(FRL—-8360-1), and posted the summary
of the petition in the docket for this
action. There were no comments
received in response to the notice of
filing.

Section 408(c)(2)(A)(i) of FFDCA
allows EPA to establish an exemption
from the requirement for a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the exemption is “safe.”
Section 408(c)(2)(A)(ii) of FFDCA
defines ““safe” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Pursuant to
section 408(c)(2)(B) of FFDCA, in
establishing or maintaining in effect an
exemption from the requirement of a
tolerance, EPA must take into account
the factors set forth in section
408(b)(2)(C) of FFDCA, which require
EPA to give special consideration to
exposure of infants and children to the
pesticide chemical residue in
establishing a tolerance and to “ensure
that there is a reasonable certainty that
no harm will result to infants and
children from aggregate exposure to the
pesticide chemical residue....
Additionally, section 408(b)(2)(D) of
FFDCA requires that the Agency
consider “available information
concerning the cumulative effects of a
particular pesticide’s residues ”’ and
“other substances that have a common
mechanism of toxicity.”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. First,
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EPA determines the toxicity of
pesticides. Second, EPA examines
exposure to the pesticide through food,
drinking water, and through other
exposures that occur as a result of
pesticide use in residential settings.

III. Toxicological Profile

Consistent with section 408(b)(2)(D)
of FFDCA, EPA has reviewed the
available scientific data and other
relevant information in support of this
action and considered its validity,
completeness, and reliability and the
relationship of this information to
human risk. EPA has also considered
available information concerning the
variability of the sensitivities of major
identifiable subgroups of consumers,
including infants and children.

Ammonium soap salts of fatty acids
are one class of salts of fatty acids.
Soaps are mineral salts of naturally
occurring fatty acids. The fatty acids are
a significant part of the normal daily
diet, for they occur in dietary lipids
which usually constitute about 90 grams
in a day’s diet. As discussed in this
Unit, as part of the reregistration
process, the Agency has already
conducted a risk assessment for soap
salts of fatty acids for their potential
effects to human health and the
environment and determined that all
registered pesticide products containing
the active ingredient Soap Salts are not
likely to cause unreasonable adverse
effects in people or the environment and
were eligible for reregistration.

The Agency issued a Reregistration
Eligibility Document (RED) in
September 1992 for potassium salts of
fatty acids (C;»>-C;s saturated and C;s
unsaturated, including potassium
laureate, potassium myristate,
potassium oleate, and potassium
ricinoleate (CAS No. 10124-65-9) and
ammonium salts of fatty acids (Cs_Cis
saturated and C;s unsaturated, including
ammonium oleate (CAS No. 84776—33—
0). While the RED does not specifically
identify the active ingredient
ammonium nonanoate (also called
pelargonic acid) by name, the Agency
believes the conclusions of the RED are
applicable to ammonium nonanoate
because the RED defines the soap salts
of fatty acids that were assessed to be
(Cs_Cig) and ammonium nonanoate
(pelargonic acid) is an ammonium salt
of Gy fatty acid. All soap salts with fatty
acids having aliphatic carbon chains
lengths in the range between Cg and C;s
saturated and Cg_C,» unsaturated are
virtually identical in regard to chemistry
and toxicology.

In support of the RED, the Agency
conducted a risk assessment for soap
salts for their potential effects (if any) to

human health. The Agency determined
that soap salts of fatty acids are
metabolized, forming simple
compounds that serve as energy sources
and structural compounds used in all
living cells, and have low acute toxicity
by the oral route of exposure. The RED
notes that soap salts of potassium salts
of coco fatty acid and sodium salts of
caprylic acid, when administered to lab
animals at high doses cause
reproductive and mutagenic effects.
However, based on the low toxicity of
ammonium nonanoate and data/
information reviewed in support of the
tolerance exemption for pelargonic acid
(ammonium nonanoate acid) which
demonstrated that pelargonic acid did
not cause developmental or mutagenic
effects, the Agency believes that there
would likely not be any reproductive or
mutagenic effects for this active
ingredient when used in the manner as
described in this rule. Further the
pesticidal concentration of ammonium
nonanoate will be exceedingly lower in
comparison to those high doses which
were administered in the studies using
potassium salts of coco fatty acids.

The active ingredient ammonium
soap salts of fatty acids, is used as a
contact, non-selective, broad spectrum,
foliar-applied herbicides. This active
ingredient was federally registered in
2006 as a non-food use pesticide for the
suppression and control of a wide
variety of undesirable grasses and
weeds. In addition, ammonium salts of
fatty acids have been registered for other
non-food uses, including repelling
rabbits and deer from forage and grain
crops, vegetables and field crops, in
orchards, and on nursery stock,
ornamentals, flower, lawns, turfs, vines,
shrubs and trees.

As part of this rulemaking, EPA
reviewed the Soap Salts of Fatty Acid
RED, the Pelargonic Acid Tolerance
Exemption (40 CFR 180.1159), the data
and/or information submitted by the
petitioner and has concluded that
ammonium nonanoate, a Co9 ammonium
salt fatty acid (also called pelargonic
acid) and other ammonium soap salts of
higher fatty acids (Cs_Cg saturated;
Cs_Ci2 unsaturated) do not pose an
unreasonable adverse effect to the
environment, when used in accordance
with approved labeling. While this
pesticide is not intended to be sprayed
directly on food or feed crops, the
Agency has determined that there may
be a potential for exposure from
residues of ammonium soap salts on
food and feed as a result of
unintentional spray or drift.

In lieu of submitting new Tier I
toxicity studies for ammonium
nonanoate, the registrant relied on data

previously submitted in support of the
Soap Salts Registration Eligibility
Document (RED). The RED concluded
that fatty acids such as oleic acids and
related C;»_Cs fatty acids are generally
considered to be low toxicity by the oral
route of exposure and gives a category
IV for both oral and dermal route of
exposure. This conclusion can be
extended to all ammonium salts of fatty
acids (Cg_Cig saturated; Cs_Ci»
unsaturated) because of the virtual
identical chemistry and toxicology of
these fatty acids.

In addition to relying on the RED, the
petitioner submitted requests for waiver
of additional studies in support of its
petition for a tolerance exemption.

1. Acute inhalation toxicity:
Ammonium salts of fatty acids do not
form aerosol particulates, have a vapor
pressure near that of water and do not
readily vaporize. “In a study in which
10 rats were exposed for 8 hours to
saturated vapors of mixed isomers of
decanoic acid (Cjo) no deaths were
observed.” MRID 43843503 reported
that the LCso was > 1.244 milligrams/
liter (mg/L) for nonanoic acid (Co).

2. Subchronic oral toxicity: MRID
43843507 reported that no significant
effects were demonstrated in a 14—day
range finding study in rats given
nonanoic acid at doses up to 1,834 mg/
kilogram (kg)/day. “The agency
concluded that a 90—day oral toxicity
study was not necessary for a dietary
risk assessment” of nonanoic acid due
to the following:

i. Lack of effects at extremely high
doses in the range finding study;

ii. Nature of nonanoic acid (a fatty
acid) and its ubiquity in nature;

iii. The results from acute mammalian
toxicology studies; and

iv. The unlikelihood of prolonged
human exposure via the oral route due
to the proposed use patterns.

Dietary exposure would be minimized
via plant metabolism of ammonium
nonanoic acid through oxidative
pathways common for fatty acids. The
same rationale can be applied to
ammonium salts of fatty acids because
they share a chemical identity with
ammonium nonanoic acid.

3. Teratogenicity: MRID 43843508, a
developmental toxicity study of
nonanoic acid (Co fatty acid), reported
that the treatment had no adverse effects
on clinical signs, body weight, or food/
water consumption. No fetal toxicity
was observed. The mean number of
viable fetuses, early or late resorptions,
implantation sites, corpora lutea, pre-
and post-implantation losses, sex ratios
and fetal body weight were comparable
to those of the control group. The no
observed adverse effect level (NOAEL)
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for maternal and developmental toxicity
was 1,500 mg/kg/day and the lowest
observed adverse effect level (LOAEL)
was > 1,500 mg/kg/day. The
developmental toxicity study for
ammonium nonanoic acid showed no
effects at dose levels above the limit
dose (1,000 mg/kg/day). Therefore, the
tier 1 data requirement for food use for
this biochemical pesticide is satisfied.
The same rationale can be applied to
ammonium salts of fatty acids because
they share a chemical identity with
ammonium nonanoic acid.

4. Immune response: This study is
conditionally required when there is a
requirement for a sub-chronic oral,
dermal, or inhalation study, depending
on the most likely routes of exposure.
The registrant requested waivers based
on the factors given for the waiver
request of the 90—day oral toxicity
study.

IV. Aggregate Exposures

In examining aggregate exposure,
section 408 of FFDCA directs EPA to
consider available information
concerning exposures from the pesticide
residue in food and all other non-
occupational exposures, including
drinking water from ground water or
surface water and exposure through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses).

Aggregate exposure to ammonium
salts may occur via oral and dermal
routes. Since the acute oral toxicity of
soap salts is low (Toxicity Category IV),
the risks anticipated from oral
exposures are considered minimal. The
acute dermal toxicity is also low
(Toxicity Category IV). Longer dermal
exposures can produce mild to
moderate irritation, but soap salts are
not skin sensitizers. As a result, the
anticipated risks from dermal exposure
are considered minimal. Since the
inhalation route is not a likely exposure
pathway the anticipated risk from
inhalation exposure are also considered
minimal.

A. Dietary Exposure

1. Food. Pesticides containing
ammonium soap salts of fatty acids are
likely to be used as contact, non-
selective, broad spectrum, foliar-applied
herbicides or as repellents. As such they
are likely not to be applied directly to
any food plants. Moreover, ammonium
salts of fatty acids are expected to be
rapidly metabolized by soil
microorganisms, with a half-life of
perhaps less than one day, therefore
residues of ammonium salts of fatty
acids when used in accordance with
approved labeling will not persist in the

environment. The lack of direct
application to food plants coupled with
the rapid metabolization of ammonium
salts when used as pesticides will result
in low exposures to ammonium soap
salts of fatty acids. However, if the
exposures to ammonium soap salts to
humans from food commodities that
have been indirectly sprayed with
residues of ammonium salts occur, the
Agency does not expect exposures to be
unsafe due the low acute toxicity and
likely low exposure of these soap salts.
2. Drinking water exposure. No
significant exposure to drinking water is
expected from an accumulation of soap
salts in the aquatic environment when
it is used in accordance with approved
labeling. Ammonium salts of fatty acids
are not to be applied directly to water.

B. Other Non-Occupational Exposure

Non-occupational dermal exposure to
ammonium salts of fatty acids will be
expected since the use of this pesticide
will be in the residential settings.
However, the Agency believes that any
hazard related to exposure to residential
users from this pesticide will likely be
insignificant. This belief is based on the
fact that the toxicity data demonstrated
no toxic endpoints upon which to base
a risk characterization at or below 1,000
mg/kg of body weight/day (the limit
dose).

Non-occupational inhalation exposure
is not expected because ammonium
salts of fatty acids do not form aerosol
particulates, have a vapor pressure near
that of water, and do not readily
vaporize.

V. Cumulative Effects

Section 408(b)(2)(D)(v) of the FFDCA
requires the Agency to consider the
cumulative effect of exposure to
residues that have a common
mechanism of toxicity. These
considerations include the possible
cumulative effects of such residues on
infants and children. Except for ocular
exposure, ammonium nonanoate is of
low toxicity, and it is not anticipated
that there would be cumulative effects
from common mechanisms of toxicity.

Studies of fatty acids and fatty aci
salts previously submitted to the
Agency, indicate that the half-life of
fatty acids is less than one (1) day
(MRID 00157476). As can be expected,
there is very rapid microbial
degradation of fatty acids in soil. Fatty
acids and their salts are excellent
substrates for microbial growth, serving
both as carbon sources and energy
sources. The active ingredient cannot
totally dissipate from soil, because there
is a natural content of fatty acids in soil
resulting from plant metabolism and by

formation of microbial organisms. Fatty
acids constitute a significant portion of
the normal daily diet of mammals
(including humans, birds, and
invertebrates since they are found in
large amounts in the form of lipids in all
living tissues (including seeds).
Microbial metabolism of fatty acids has
the effect of either converting the
degradates to CO2 and ester (if used as
an energy source) or converting the
carbon content of the fatty acid to any
of the thousands of naturally occurring
organic substances produced by the soil
microflora (if used as a carbon source).
Based on these known facts of the role
of fatty acids in the environment and in
food and feed, there should be no
concern for cumulative effects of
ammonium salts of fatty acids used as
pesticides.

VI. Determination of Safety for U.S.
Population, Infants and Children

There is a reasonable certainty that no
harm to the U.S. population, including
infants and children , will result from
aggregate exposure to residues of
ammonium salts of fatty acids (Cs_Cis
saturated; Cg_C;» unsaturated) due to
their use as a pesticide. This includes
all anticipated dietary exposures and all
other exposures for which there is
reliable information. As discussed in
Unit III, ammonium salts of fatty acids
(Cg_Cig saturated; Cg_Ci» unsaturated)
have low toxicity. Moreover, many soap
salts of fatty acids are part of the human
diet and pesticide exposures are not
expected to exceed the levels of
naturally occurring fatty acids in
commonly eaten foods. Accordingly,
exempting ammonium salts of fatty
acids (Cg_C;g saturated; Cs_Ci»
unsaturated) from the requirement of a
tolerance is considered safe.

FFDCA section 408 provides that EPA
shall apply an additional tenfold margin
of exposure MOE (safety) for infants and
children in the case of threshold effects
to account for prenatal and postnatal
toxicity and the completeness of the
data base unless EPA determines that a
different margin of exposure (safety)
will be safe for infants and children.
Margins of exposure are often referred to
as uncertainty or safety factors. In this
instance, based on all available
information, the Agency concludes that
ammonium salts of fatty acids are
practically non-toxic to mammals
including infants and children. Because
there are no threshold effects of concern
to infants, children, and adults when
ammonium salt is used as labeled, the
provision requiring an additional
margin of safety does not apply. Further,
the provisions of consumption patterns,
special susceptibility, and cumulative
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effects do not apply. As a result, EPA
has not used a MOE approach to assess
the safety of ammonium salts of fatty
acids (Cg_C;g saturated; Cs_Ci»
unsaturated).

VII. Other Considerations

A. Endocrine Disruptors

EPA is required under the FFDCA, as
amended by FQPA, to develop a
screening program to determine whether
certain substances (including all
pesticide active and other ingredients)
“may have an effect in humans that is
similar to an effect produced by a
naturally-occurring estrogen, or other
such endocrine effects as the
Administrator may designate”.
Ammonium salts of fatty acids (Cs_Cis
saturated; Cs_C;, unsaturated) are not
known endocrine disruptors nor are
they related to any class of known
endocrine disruptors.

B. Analytical Method(s)

There have been no analytical
procedures conducted to ascertain
residuals of ammonium salts of fatty
acids (Cg_C;g saturated; Cs_Ci»
unsaturated) on food crops that have
been exposed to pesticides containing
such ammonium salts of fatty acids.
Naturally occurring fatty acids
constitute a significant part of the
normal daily diet and are of low toxicity
when taken orally and pose no known
health risks. Further, based on data and/
or information already reviewed by the
Agency in support of the reregistration
of soap salts of fatty acids, the residues
of these salts of fatty acids from
pesticide use are not likely to exceed
and are likely to be indistinguishable
from levels of naturally occurring fatty
acids in commonly eaten foods.

C. Codex Maximum Residue Level

There are currently no established
Codex, Canadian, or Mexican MRLs for
ammonium salts of fatty acids in/on
plants or livestock commodities.
Therefore, no compatibility issues exist
with regard to the proposed U.S.
exemption from the requirement of a
tolerance.

VIII. Conclusions

There is currently no tolerance or
tolerance exemption for ammonium
salts of fatty acids. A proposed rule was
published on May 1, 1996 (61 FR 19233)
(FRL-5362-9), to exempt ammonium
oleate and related Cs Cs fatty acids
ammonium salts from the requirement
of a tolerance for residues in or on all
raw agricultural commodities when
used in accordance with good
agricultural practice; however, the
proposed rule was never finalized by

the Agency. This action will formalize
food use approval for ammonium salts
of fatty acids as stated in the 1992 RED:
Soap Salts, by exempting ammonium
salts of higher fatty acids from the
requirement of a tolerance.

The Agency has determined that there
is a reasonable certainty that no harm
will result to the U.S. population,
including infants and children from
aggregate exposures to residues of
ammonium salts of fatty acids (Cs_Cis
saturated; Cs_C;» unsaturated). This
conclusion is based on the
demonstrated, very low acute oral and
dermal toxicity of these ammonium
salts and because the Agency anticipates
that actual exposures in food will be
low due to the uses of ammonium soap
salts of fatty acids.

IX. Statutory and Executive Order
Reviews

This final rule establishes a tolerance
under section 408(d) of FFDCA in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this final rule
has been exempted from review under
Executive Order 12866, this final rule is
not subject to Executive Order 13211,
Actions Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001) or Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This final rule does not contain any
information collections subject to OMB
approval under the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
seq., nor does it require any special
considerations under Executive Order
12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994).

Since tolerances and exemptions that
are established on the basis of a petition
under section 408(d) of FFDCA, such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply.

This final rule directly regulates
growers, food processors, food handlers,
and food retailers, not States or tribes,
nor does this action alter the
relationships or distribution of power
and responsibilities established by
Congress in the preemption provisions
of section 408(n)(4) of FFDCA. As such,

the Agency has determined that this
action will not have a substantial direct
effect on States or tribal governments,
on the relationship between the national
government and the States or tribal
governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
tribes. Thus, the Agency has determined
that Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999) and Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 9, 2000) do not apply
to this final rule. In addition, this final
rule does not impose any enforceable
duty or contain any unfunded mandate
as described under Title II of the
Unfunded Mandates Reform Act of 1995
(UMRA) (Public Law 104—4).

This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104-113, section
12(d) (15 U.S.C. 272 note).

X. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report to each House of
the Congress and to the Comptroller
General of the United States. EPA will
submit a report containing this rule and
other required information to the U.S.
Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States prior to
publication of this final rule in the
Federal Register. This final rule is not
a “major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180
Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.
Dated: June 30, 2008.
Debra Edwards,
Director, Office of Pesticide Programs.
m Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.
m 2. Section 180.1284 is added to
subpart D to read as follows:
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§180.1284 Ammonium salts of higher fatty
acids (Cs_C,s saturated; Cs C)»
unsaturated); exemption from the
requirement of a tolerance.

This regulation establishes an
exemption from the requirement of a
tolerance for residues of the ammonium
salts of higher fatty acids Cs_Cis
saturated; Cs_C;» unsaturated on in or
on all food commodities when applied
for the suppression and control of a
wide variety of grasses and weeds.

[FR Doc. E8-15516 Filed 7—8—08; 8:45 am]
BILLING CODE 6560-50-S

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 73

[MB Docket Nos. 06—-121, 02-277, 04-228,
MM Docket Nos. 01-235, 01-317, 00-244,
99-360; FCC 07-216]

2006 Quadrennial Regulatory Review—
Review of the Commission’s
Broadcast Ownership Rules and Other
Rules Adopted Pursuant to Section
202 of the Telecommunications Act of
1996

AGENCY: Federal Communications
Commission.

ACTION: Final rule; announcement of
effective date.

SUMMARY: This document announces the
effective date of the rule change to
section 73.3555(d) of the Commission’s
rules, which was published in the
Federal Register on February 21, 2008.

The rule relates to the cross-ownership
of broadcast stations and newspapers
within a designated market area.

DATES: The final rule published on
February 21, 2008 (73 FR 9481),
modifying 47 CFR 73.3555(d), is
effective July 9, 2008.

FOR FURTHER INFORMATION CONTACT: For
additional information on this
proceeding, contact Mania Baghdadi,
Mania.Baghdadi@fcc.gov, 202—418—
2330, of the Media Bureau, Industry
Analysis Division.

SUPPLEMENTARY INFORMATION: In a
Report and Order and Order on
Reconsideration released on February 4,
2008, FCC 07-216, and published in the
Federal Register on February 21, 2008,
73 FR 9481, the Federal
Communications Commission adopted a
new rule which contains information
collection requirements subject to the
Paperwork Reduction Act. The Report
and Order and Order on
Reconsideration stated that the rule
change requiring OMB approval would
become effective immediately upon
announcement in the Federal Register
of OMB approval. On June 23, 2008, the
Office of Management and Budget
(OMB) approved the information
collection requirements contained in 47
CFR 73.3555(d). These information
collections are assigned OMB Control
Nos. 3060-0031 and 3060—0110. This
publication satisfies the statement that
the Commission would publish a
document announcing the effective date
of the rule change requiring OMB
approval.

Under 5 CFR part 1320, an agency
may not conduct or sponsor a collection
of information unless it displays a
current, valid OMB Control Number. No
person shall be subject to any penalty
for failing to comply with a collection
of information subject to the Paperwork
Reduction Act that does not display a
valid OMB Control Number. The
foregoing notice is required by the
Paperwork Reduction Act of 1995,
Public Law 104-13, October 1, 1995, 44
U.S.C. 3507. Broadcast licensees are
reminded that, as enumerated in
paragraph 78 of the Report and Order
and Order on Reconsideration, licensees
with a pending waiver request that
involves an existing station combination
consisting of more than one newspaper
and/or more than one broadcast station
will have 90 days after the changes to
47 CFR 73.3555(d) become effective to
either amend their renewal or waiver
requests or file a request for a
permanent waiver. Entities that have
been granted a temporary waiver of the
newspaper/broadcast cross-ownership
rule pending the completion of this
rulemaking will have 90 days after the
changes to 47 CFR 73.3555(d) become
effective to either amend their renewal
or waiver requests or file a request for
a permanent waiver. See 73 FR at 9483,
9487.

Federal Communications Commission.
William F. Caton,

Deputy Secretary.

[FR Doc. E8-15594 Filed 7-8-08; 8:45 am]
BILLING CODE 6712-01-P



39270

Proposed Rules

Federal Register
Vol. 73, No. 132

Wednesday, July 9, 2008

This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

PEACE CORPS

22 CFR Part 304
RIN 0420-AA23

Claims Against the Government Under
the Federal Tort Claims Act

AGENCY: Peace Corps.
ACTION: Proposed rule.

SUMMARY: The Peace Corps proposes to
revise its regulation concerning claims
filed under the Federal Tort Claims Act,
to make the regulation internally
consistent with another provision
stating that the Chief Financial Officer
has authority to approve claims for
amounts under $5000.

DATES: Comments must be received by
August 8, 2008.

ADDRESSES: You may submit comments
by e-mail to sglasow@peacecorps.gov.
Include RIN 0420-AA23 in the subject
line of the message. You may also
submit comments by mail to Suzanne
Glasow, Office of the General Counsel,
Peace Corps, Suite 8200, 1111 20th
Street, NW., Washington, DC 20526.
Contact Suzanne Glasow for copies of
comments.

FOR FURTHER INFORMATION CONTACT:
Suzanne Glasow, Associate General
Counsel, 202-692-2150,
sglasow@peacecorps.gov.

SUPPLEMENTARY INFORMATION: On March
16, 2007, Peace Corps revised section 22
CFR § 304.7 to provide that the Chief
Financial Officer “has the authority to
adjust, determine, compromise, and
settle claims for less than $5,000.”” This
proposed revision would rectify an
omission in § 304.10, which does not
currently refer to the Chief Financial
Officer’s authority for deciding claims
worth less than $5,000.

On April 22, 2008, the Peace Corps
published a direct final rule that revised
part 304.10. The Peace Corps received
one comment within the comment
period. As a result, the Peace Corps is
republishing this revision to the
regulation as a proposed rule.

Section-by-Section Analysis
Section 304.10

Subpart (b) is amended to reflect the
fact that the Chief Financial Officer will
make final determinations for claims
worth less than $5,000.

Executive Order 12866

This regulation has been determined
to be non-significant within the
meaning of Executive Order 12866.

Regulatory Flexibility Act of 1980 (5
U.S.C. 605(b))

This regulatory action will not have a
significant adverse impact on a
substantial number of small entities.

Unfunded Mandates Act of 1995 (Sec.
202, Pub. L. 104-4)

This regulatory action does not
contain a Federal mandate that will
result in the expenditure by state, local,
and tribal governments, in aggregate, or
by the private sector of $100 million or
more in any one year.

Paperwork Reduction Act of 1995 (44
U.S.C., Chapter 35)

This regulatory action will not impose
any additional reporting or
recordkeeping requirements under the
Paperwork Reduction Act.

Federalism (Executive Order 13132)

This regulatory action does not have
Federalism implications, as set forth in
Executive Order 13132. It will not have
substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.

List of Subjects in 22 CFR Part 304

Claims.
Accordingly, Peace Corps proposes to
amend 22 CFR part 304 as follows:

PART 304—CLAIMS AGAINST THE
GOVERNMENT UNDER THE FEDERAL
TORT CLAIMS ACT

1. The authority citation for part 304
continues to read as follows:

Authority: 28 U.S.C. 2672; 22 U.S.C.
2503(b); E.O. 12137, as amended.

2. Amend § 304.10 to revise paragraph
(b) to read as follows:

§304.10 Review of claim.

* * * * *

(b) After legal review and
recommendation by the General
Counsel, the Director of the Peace Corps
will make a written determination on
the claim, unless the claim is worth less
than $5,000, in which case the Chief
Financial Officer will make the written
determination.

Dated: July 1, 2008.
Tyler Posey,
General Counsel.
[FR Doc. E8-15583 Filed 7-8-08; 8:45 am]|
BILLING CODE 6015-01-P

DEPARTMENT OF THE TREASURY

Internal Revenue Service

26 CFR Part 1
[REG-146895-05]
RIN 1545-BF05

Election to Expense Certain Refineries

AGENCY: Internal Revenue Service (IRS),
Tr